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SUMVARY: The Food and Drug Adm nistration (FDA) is issuing an
interimfinal regulation that requires the subm ssion to FDA of
prior notice of food, including animal feed, that is inported or
offered for inport into the United States. The interimfinal
rule inplements the Public Health Security and Bioterrorism
Prepar edness and Response Act of 2002 (the Bioterrorism Act),
whi ch requires prior notification of inported food to begin on
Decenber 12, 2003, even in the absence of a final regulation.
The interimfinal rule requires that the prior notice be
submtted to FDA electronically via either the Bureau of Custons
and Border Protection (CBP) Automated Broker Interface (ABI) of
t he Automated Commercial System (ACS) or the FDA Prior Notice
System Interface (FDA PN System Interface). The information
nmust be submitted and confirned electronically as facially

conplete by FDA for review no nore than 5 days and no | ess than



8 hours (for food arriving by water), 4 hours (for food arriving
by air or land/rail), and 2 hours (for food arriving by

| and/ road) before the food arrives at the port of arrival. Food
inmported or offered for inport w thout adequate prior notice is
subject to refusal and, if refused, nust be hel d.

DATES: This interimfinal rule is effective Decenber 12, 2003.

Submt witten or electronic conmments by [insert date 75 days

after date of publication in the FEDERAL REQ STER].

ADDRESSES: Submit witten comments to the D vision of Dockets
Managenment (HFA-305), Food and Drug Admi nistration, 5630 Fishers
Lane, rm 1061, Rockville, MD 20852. Subnmit electronic

comrents to http://ww.fda. gov/ docket s/ ecomments.

FOR FURTHER | NFORVATI ON CONTACT: Deborah Ral ston, O fice of
Regul atory Affairs, Ofice of Regional Operations, Food and Drug
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6230.
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| . Background

In the Federal Register of February 3, 2003 (68 FR 5428),

t he Departnent of Health and Human Services (FDA) and the
Departnent of Treasury (U. S. Custons Service) issued a joint
notice of proposed rul enmaki ng requiring subm ssion to FDA of
prior notice of human and animal food that is inported or
offered for inport into the United States. The events of
Septenber 11, 2001, had highlighted the need to ensure that FDA
had additional tools to help prevent a food-related bioterrorism
event or other public health enmergency. Congress responded by
passing the Public Health Security and Bioterrorism Preparedness
and Response Act of 2002 (the Bioterrorism Act) (Public Law 107-
188), which was signed into |aw on June 12, 2002. The
Bioterrorism Act includes a provision in Title Ill (Protecting
Saf ety and Security of Food and Drug Supply), Subtitle A—
Protection of Food Supply, section 307, which changes when FDA
W ll receive certain information about inported foods by
requiring the Secretary of Health and Human Services (the
Secretary), after consultation with the Secretary of the
Treasury, to issue an inplenenting regulation by Decenber 12,

2003, to require prior notification to FDA of food that is



imported or offered for inport into the United States. Under

t he Honel and Security Act of 2002 (Public Law 107-296), the
Secretary of the Treasury has del egated all relevant Custons
revenue authorities to the Secretary of Homel and Security who
has, in turn, delegated themto the Comm ssioner of the Bureau
of Custons and Border Protection (CBP or Custons). Thus, we are
issuing this interimfinal rule jointly with the Secretary of
Honel and Security.

Section 307 of the Bioterrorism Act amends the Federal
Food, Drug, and Cosnetic Act (the FD&C Act) by addi ng section
801(m (21 U.S.C. 381(m) and anending section 301 (21 U. S.C
331). (In the regulation itself, which is codified in Title 21
of the Code of Federal Regul ations, the Federal Food, Drug, and
Cosnetic Act is referred to as “the act.” Thus, when the
regulation is quoted in this preanble the term*“the act” will be
used to refer to the Federal Food, Drug, and Cosnetic Act.
However, in this preanble we refer to the Federal Food, Drug,
and Cosnetic Act as “the FD&C Act” in the preanble to
distinguish it fromthe BioterrorismAct.)

The BioterrorismAct also requires FDA to issue regul ations
requiring certain food establishnents to register with FDA
(section 305), directs FDA to issue regul ations regarding
mai nt enance of certain records (section 306), and grants FDA the

authority to admnistratively detain food (section 303). FDA



has published proposed rules inplenenting section 305 of the
BioterrorismAct (68 FR 5378, February 3, 2003), section 303 of
the BioterrorismAct (68 FR 25242, May 9, 2003), and section 306
of the BioterrorismAct (68 FR 25188, May 9, 2003). The interim
final rule inplenmenting the food facility registration
requirements i s published el sewhere in this issue of the Federal

Regi st er.

A. Current Process— Adnmissibility Determ nati ons Under Section

801(a) of the FD&C Act

Section 801(a) of the FD&C Act sets out current standards
and procedures for FDA review of inports under its jurisdiction.
Section 801(a) provides for exam nation of inports and al so
aut hori zes FDA to refuse adm ssion of inports that appear, from

exam nation or otherwise, to be, inter alia, adulterated or

m sbranded. Wen an FDA-regul ated product is inported,
general ly custonms brokers submt entry information to CBP on
behal f of the inporters of record. CBP then provides entry
information to FDA to enable adnmissibility decisions to be made.
Under CBP authorities, entry of the nerchandi se can be nade up
to 15 days after arrival.

CBP regul ations provide for different kinds of entries.
Commonly, nerchandise is the subject of an entry for consunption
or warehouse (i.e., unrestricted, general use) under a basic

inportation and entry bond at the port of arrival. A warehouse



entry is a CBP entry procedure as described in 19 CFR part 144.
It allows inported product (with sone restrictions) to be
entered w thout paynent of duty, provided it is kept in a bonded
war ehouse and not distributed. CBP authorities also allow for
an I medi ate Transportation or IT entry of nerchandi se for
transportation under a custodial bond fromthe port of arrival
to another port where the consunption or warehouse entry will be
made or the product will be admitted into a foreign trade zone
(FTZ) located outside of the port area. In addition, if the

mer chandi se is going to an FTZ in the port area, FTZ adm ssion
docunents are presented to CBP. Finally, a transportation and
exportation (or T&E) entry may be filed if the nerchandise is to
be transshi pped fromthe port of arrival through the United
States to another port for export.

FDA currently receives electronic information about entries
fromCBP through CBP's ABlI of the ACS. FDA receives this
information through its Operational and Adm nistrative System
for Inmport Support (OASIS). The entry types currently
transmtted through the ABI/ACS interface with OASIS incl ude
consunption entries and warehouse entries but not IT entries,
T&E entries, or adm ssions into FTZs. The custons broker or
self-filer electronically submts entry information to ABI/ACS
i ncluding: The identification of the product by the Harnonized

Tariff Schedule (HTS) code; the entry type; the entry nunber



(including both the ACS |ine nunber and the FDA |ine nunber);
the arrival date; the port; the port of unlading; the carrier
code; the vessel nane and voyage, flight or trip nunber;
inmporter and ultimate consignee; the quantity; value; country of
origin; bill of lading or airway bill nunber; the manufacturer;
the inporter of record; and the ultimte consignee. The HIS
codes are flagged to indicate which products wll require FDA
review, all FDA-regul ated products are covered, not just foods.
The additional information that is currently transmtted through
the ABI/ACS interface to FDA includes: The FDA manufacturer;

t he FDA shi pper, the FDA Country of Production (country of
origin); the conplete FDA product code; a description of the
food in comon business terns; the quantity for each FDA |i ne,
and, as "Affirmations of Conpliance,” information specific to
certain products, such as the Food Canni ng Establishnent (FCE)
Nurmber.! CBP regul ations do not nandate el ectronic transni ssion
of entry information; therefore, sone entries are filed in
paper. |If a “paper” entry is filed, it is customary for CBP to
require that copies of entry docunmentation by submtted to FDA
The entry docunents contain the sane information as the

el ectronic filing, typically the information required on CBFP s

Entry/ I medi ate Delivery (CF3461), and a copy of the foreign

t Affirmations of Compliance are data elements that a customs broker or self-filer currently uses
when transmitting certain information to FDA through ABI/ACSto OASIS. Each provides a



i nvoice. The paper entries nay be presented at the tinme of
arrival or after.

After information is transmtted from ABI/ACS, OASIS
perforns additional validations on the data. |If no corrections
fromthe custons broker or self-filer are needed, it screens the
entry informati on against FDA adm ssibility criteria. |If the
FDA el ectronic review determ nes that further evaluation of the
information or article of food is not necessary, the system
transmts a nmessage back through the FDA/CBP interface that the
article of food “may proceed w thout FDA exami nation.” |If
further evaluation is necessary, FDA staff will review the entry
information and nmay request additional information necessary to
make an admi ssibility determi nation or may exam ne or sanple the
product. Section 801(b) of the FD&C Act provides for the
rel ease of FDA regul ated products to the inporter or owner,
under bond, before the FDA admi ssibility decision is nade.
Accordi ngly, FDA exam nation may take place at a location to
whi ch the product has been noved. Because there are no
restrictions on novenent, the product nay be at the border,
within the confines of a port, at a public storage facility in
the vicinity of the inporter, or at the ultinmate consignee’s
war ehouse. Finally, if the FDA electronic review indicates that

t he product appears “by exam nation or otherw se” to be subject

mechanism to indicate (or affirm) compliance with a specific FDA regulatory requirement.



to refusal of adm ssion under section 801(a) of the FD&C Act
(e.g., appears to be adulterated or m sbranded), the FDA
reviewer will evaluate the entry information based on FDA
gui dance, take appropriate action, and notify the inporter as
wel | as the custons broker.

Under current |aws and regul ati ons, FDA may receive the
i nformati on about sone food inports sone days after the food has
arrived in the United States, has been noved fromthe port of
arrival, and has been delivered to the ultinmate consignee.
While FDA may ultimately receive electronic entry notification
of IT entries when the consunption entry is later filed, FDA
does not receive electronic notification with information about
food entered for transshi pnent for export or when the food is
admtted to an FTZ.

The admissibility standard in section 801(a) of the FD&C
Act largely focuses on whether the article of food appears to
have been safely produced, contains no contam nants or illega
additives or residues, and is properly | abeled. Section 801(a)
provides that an article of food is subject to refusal of
adm ssion if it “appears, from physical exam nation or
otherwise”: (1) To have been manufactured, processed, or packed
under insanitary conditions; (2) to be forbidden or restricted
in sale in the country in which it was produced or fromwhich it

was exported; or (3) to be adulterated or m sbranded. The food



adul teration and m sbrandi ng provi sions (sections 402 and 403 of
the FD&C Act) set out nost of the FD&C Act’'s safety and | abeling
standards for foods.

B. Process After Decenber 12, 2003--Prior Notice Determ nation

Fol l owed by Adm ssibility Determ nation

Section 801(n) provides that an article of food is subject
to refusal of adm ssion if adequate prior notice has not been
provided to FDA. Thus, the refusal standard in section 801(m
focuses in the first instance on whether the requisite
i nformati on has been provided in a tinely fashion, while the
refusal standard in section 801(a) focuses on whether the
article was safely produced, contains no contam nants or illegal
additives or residues, and is properly | abel ed.

By adding the prior notice requirenent to the FD&C Act,
Congress, in the Bioterrorism Act, changed when information
about FDA-regul ated food inports nust be provided to FDA and
what happens if the information is not provided. The prior
notice provisions require that notice nust be provi ded on
i mported food shipnents to FDA before arrival. [|f adequate
notice is not provided, section 801(n) of the FD&C Act provides
that the food is subject to refusal, and that refused food nust
be held until adequate notice is given and may not be delivered
to the inporter, owner, or consignee. The stated purpose of

requiring notice of inported food shipnents before arrival in



the United States is to enable FDA to conduct inspections of
inported food at U.S. ports (see section 801(m (1) of the FD&C
Act). Thus, FDA intends to use prior notice information to nake
deci si ons about which inspections to conduct at the tine of
arrival. Currently, we intend to focus on conducting these
i nspections when our information suggests the potential for a
significant risk to public health.

As explained in greater detail in the follow ng paragraphs,
FDA and CBP are coordinating FDA' s new prior notice requirenents
with CBP's and FDA's existing entry requirenments to the greatest
extent possible. Thus, the interimfinal rule allows prior
notice to be submtted electronically to FDA through either
ABI/ ACS or the FDA Prior Notice (PN) SystemlInterface. The HTS
codes will be flagged within ABI/ACS to indicate which HTS codes
contain foods subject to prior notice requirenents. 1In
addition, the ABI/ACS interface will provide a new transaction
for transm ssion of prior notice information on IT and T&E
entries, and FTZ adm ssions, e.g., the types of entries of which
FDA was not aware or did not know about until nmany days after
arrival in the United States. This will allow for FDA
el ectronic screening and FDA staff evaluation of the infornmation
so that FDA can assess, before the food arrives, whether to
i nspect and to be prepared to conduct that inspection upon

arrival.



FDA expects approxi mately 90 percent of prior notice
submi ssions for all inportations of foods to be transmtted by a
custons broker or self-filer through the ABI/ACS interface to
FDA. FDA estimates that only 10 percent (or less) of the total
i nportations cannot be accommodat ed by the ABI/ACS i nterface
and, therefore, will be submtted via the FDA PN Syst em
I nterface.

In addition to requiring subm ssion of the information
currently sent to FDA for adm ssibility determ nations,
information identifying the grower (if known), the country from
which the article is shipped, and anticipated arrival
information is also required for prior notice. If all of the
prior notice information is transmtted through the ABI/ACS
interface, no additional transm ssion of information for
adm ssibility determ nati ons under section 801(a) of the FD&C
Act will be necessary. |If prior notice is submtted through the
FDA PN System Interface, additional transm ssion through ABI/ACS
may be necessary for CBP purposes and FDA's admissibility
eval uati on.

Regardl ess of the node of transm ssion, the prior notice
information will undergo both a validation process and screening
in CASIS for food safety and security criteria. After the
val idation step is conplete, the prior notice will be confirned

by FDA for review and a reply nessage sent to the transmtter



i ndicating the prior notice has been received and confirnmed for
FDA review. The formof this reply nmessagi ng depends upon the
nmode of initial transm ssion: ABI/ACS or FDA PN System
Interface. The clock starts for determning if prior notice was
tinmely when this prior notice confirmation nessage i s sent by
FDA.

| f the FDA system does not indicate that further eval uation
of or action on the notice or article of food is necessary for
prior notice purposes, the systemw || transmt a nessage back
through the OASIS to ABI/ACS interface for CBP that the article
of food “may be conditionally rel eased under section 801(b) of
the act” However, if additional evaluation of the prior notice
information is necessary, FDA headquarters staff, operating 24
hours a day, 7 days a week, will review and assess the
information and may initiate an exam nation or other action by
FDA or CBP of the article of food at the port of arrival or
el sewhere, or in the case of rail shipnments, wthin the confines
of the cl osest appropriate exam nation site.

In addition, the OASIS systemreview will determne if
further staff evaluation of the article of food is necessary for
adm ssibility determ nati ons under section 801(a) of the FD&C
Act (e.g., subject to the guidance in an inport alert). |If so,
FDA staff in the appropriate district office will take action,

which, in addition to the revi ew and eval uation of the submtted



informati on or other docunentation, could include an exam nation
of the article of food for adm ssibility purposes. This
adm ssibility exam nation may take place at the border but may
al so take place at an exam nation site, a public warehouse, or
ot her appropriate locations. |f FDA determ nes that refusa
under section 801(a) of the FD&C Act is appropriate, it wll
fol |l ow appropriate procedures.
1. Overview of the InterimFinal Rule and Significant Changes
Made to the Proposed Rul e
The highlights of this interimfinal rule are described
briefly in the foll owm ng paragraphs and are di scussed in nore
detail later in the preanble.
A. "What Definitions Apply to This Subpart?" (Section 1.276
Proposed as § 1.277)
The term “the act” was not changed.
The term “cal endar day” was not changed.
The term “country fromwhich the article originates” was added
and defined as “FDA Country of Production.”
The term “country fromwhich the article of food was shi pped”
was revised to “country fromwhich the article is shipped.”
The term “FDA Country of Production” replaces the term
“originating country.” For an article of food that is inits
natural state, the FDA Country of Production is the country

where the article of food was grown, including harvested or



col l ected and readi ed for shipnent to the United States. |If
an article of food is wild fish that was caught or harvested
outside the waters of the United States by a vessel that is
not registered in the United States, the FDA Country of
Production is the country in which the vessel is registered.
If an article of food that is in its natural state was grown,
i ncl udi ng harvested or collected and readied for shipnment, in
a Territory, the FDA Country of Production is the United
States. For an article of food that is no longer inits
natural state, the FDA Country of Production is the country
where the article was nmade; except that, if an article of food
is made fromw ld fish aboard a vessel, the FDA Country of
Production is the country in which the vessel is registered.
If an article of food that is no longer in its natural state
was nmade in a Territory, the FDA Country of Production is the
Uni ted States.

The term “food” has been redefined. The new definition

excl udes “food contact substances” as defined in section
409(h) (6) of the FD&C Act (21 U.S.C. 348(h)(6)) and
“pesticides” as defined in 7 U.S.C. 136(u).

The term “grower” has been added to the interimfinal rule.

It means a person who engages in growi ng and harvesting or
coll ecting crops (including botanicals), raising aninals

(including fish, which includes seafood), or both.



The term “international mail” has been added to the interim
final rule. The term®“international mail” neans foreign
national mail services, but not express carriers, express
consi gnment operators, or other private delivery services.
The term “no longer in its natural state” has been added to
the interimfinal rule. The termneans that an article of
food has been made from one or nore ingredients or

synt hesi zed, prepared, treated, nodified, or manipul at ed.
Exanpl es of activities that render food no longer inits
natural state are cutting, peeling, trimmng, washing, waxing,
evi scerating, rendering, cooking, baking, freezing, cooling,
past euri zi ng, honogeni zi ng, m xing, formulating, bottling,
mlling, grinding, extracting juice, distilling, |abeling, or
packagi ng. However, crops that have been cleaned (e.g.,

dust ed, washed), trimed, or cool ed attendant to harvest or
collection or treated agai nst pests, waxed, or polished are
still in their natural state for purposes of the prior notice
interimfinal rule. Likew se, whole fish headed, eviscerated,
or frozen attendant to harvest are still in their natural
state for purposes of the prior notice interimfinal rule.
The term “port of entry” has been defined, as having the
meani ng given in 19 CFR 101.1

The term “port of arrival” has been added to the interimfina

rule. The interimfinal rule defines “port of arrival” to nean



“the water, air, or land port at which the article of food is
inmported or offered for inport into the United States, i.e.,
the port where the article of food first arrives in the United
States.”

The term “regi stration nunber” has been added to the interim
final rule. Registration nunber refers to the registration
nunber assigned by FDA under section 415 of the FD&C Act, 21
U.S.C 350d, and 21 CFR part 1, subpart H.

The term “shi pper” has been added to the interimfinal rule.
The interimfinal rule defines “shipper” as “the owner or
exporter of the article of food who consigns and ships the
article froma foreign country or the person who sends an
article of food by international mail to the United States.”
The term “United States” has been added to the interimfinal
rule. It defines “United States” as the Custons territory of
the United States, i.e., “the 50 States, the District of

Col unbi a, and the Commonweal th of Puerto Rico.”

The term “you” has been revised to reflect the renoval of
[imtations on who is authorized to submt prior notice.

B. “What is the Scope of This Subpart?” (Section 1.277 Proposed

as 8 1.276)

Thi s provision has been revised. Section 1.277(a)
clarifies that the interimfinal rule applies to all food for

humans and other animals that is inported or offered for inport



into the United States. This covers food for use, storage, or
distribution in the United States, and includes food for gifts,
trade and quality assurance/quality control sanples, food for
transshi pment through the United States to another country, food
for future export, and food for use in a U S. FTZ  Section
1.277(b) sets out the exclusions fromprior notice. It excludes
food for an individual’ s personal use when it is carried by or
ot herwi se acconpani es the individual when arriving in the United
States (i.e., for consunption by thenselves, famly and friends,
not for sale or other distribution); food that was nade by an

i ndi vidual in his/her personal residence and sent by that

i ndi vidual as a personal gift (i.e., for nonbusiness reasons) to
an individual in the United States; food that is inported then
exported without |eaving the port of arrival until export; and
meat food products, poultry products, and egg products that, at
the tinme of inportation, are subject to the exclusive
jurisdiction of the U S. Departnent of Agriculture (USDA) under
t he 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.).

C. "Who Is Authorized to Submit Prior Notice?” (Section 1.278

Proposed as § 1.285)

Thi s provision has been revised. The interimfinal rule

has been revised to renpbve the restriction that the submtter be



the U.S. inporter or purchaser. The interimfinal rule provides
that any person with know edge of the required infornmation may
submt prior notice or have it transmtted on their behal f.

D. “When Must Prior Notice Be Submtted to FDA?” (Section 1.279

Proposed as § 1.286)

This provision has been revised. FDA had proposed that al
information required in the prior notice be submtted to FDA no
| ater than 12 noon of the cal endar day before the day the
article of food arrived at the border crossing in the port of
entry. Under the interimfinal rule, prior notice nust be
submtted to FDA and confirnmed for FDA review no | ess than 2

hours before arrival by land via road, no | ess than 4 hours

before arrival by air and land via rail, and no less than 8
hours before arrival by water. |If the article of food is
arriving by international mail, the prior notice nust be

subm tted before the food has been sent to the United States and
t he parcel nust be acconpani ed by confirmati on of FDA receipt of
prior notice. Wth the exception of prior notice for
international mail, prior notice may not be submitted nore than
5 cal endar days before the anticipated date of arrival at the
anticipated port of entry. Wen an article of food that is
carried by or otherw se acconpanies an individual is subject to
prior notice, the prior notice nmust be submtted within the

timeframe established for the node of transportation, and the



food nmust be acconpani ed by a copy of the FDA confirnation
including the PN Confirmation Nunber. Because we reduced the
timefranmes for submtting prior notice in the interimfinal rule
to the mnimum anmount of tinme that we need to neet our statutory
responsibility to receive, review, and respond to prior notice
subm ssions, the interimfinal rule does not provide for
anmendnments or updates to the prior notice. However, as

di scussed in nore detail in section D, FDA and CBP will be
actively exploring ways to reduce prior notice tineframes, while
fulfilling the Bioterrorism Act nmandates.

E. How Must You Subnmit Prior Notice? (Section 1.280 Proposed as

§ 1.287)

FDA proposed that prior notice, amendnments, and updates be

submitted electronically to FDA through the FDA PN System The
interimfinal rule provides that prior notice nust be submtted
el ectronically, in English (except an individual’'s name, the
nane of a conpany, or the nane of a street), through either
CBP's ABI/ACS or the FDA PN System Interface. Al informtion
nmust be submtted using the Latin (Roman) al phabet. The interim
final rule elimnates subm ssion of duplicative information to
FDA by those who can file inport entry information through
ABI / ACS. FDA and CBP are upgrading and interfacing their
respective electronic systens so that information required for

prior notice can be submtted through ABI/ACS. |nformation



required by the interimfinal rule also can be submtted through
the FDA PN System Interface. The interimfinal rule also
provides that if a custons broker’s of self-filer’s systemis
not working or if ABI/ACS is not working, prior notice nust be
submtted through the FDA PN SystemInterface. |f the FDA PN
System Interface or OASIS is not operating, prior notice

i nformati on nust be submtted by e-mail, or by fax to the FDA
but not in person.

F. What Information Miust Be in a Prior Notice? (Section 1.281

Proposed as § 1.288)

The interimfinal rule requires the follow ng information

to be submtted in the prior notice:

Subm tter (name of individual, individual’s tel ephone, fax, e-

mai | , nane/ address of submitting firm;

Transmitter, if different than submtter (nanme of individual,

i ndi vidual s tel ephone, fax, e-mail, nanme/address of

transmtting firm,;

Entry type;

CBP entry identifier, such as the CBP entry nunber or in-bond

nunber ;

The identity of the article of food as follows: The conplete

FDA product code; the conmmon or usual nanme or nmarket nane; the

estimted quantity described fromlargest container to the

smal | est package size; and the | ot or code nunbers or other



identifier of the food if required by the FD&C Act or FDA
regul ati ons;

Manuf acturer, for food no longer in its natural state (nane,
address, registration nunber, except that the requirenent to
provi de registration nunber does not apply to an article of
food that is inported for transshipnment or other export;
Gower, if known, for an article of food that isinits
natural state (name and grow ng | ocation);

Consolidator may voluntarily be provided by the submtter, at
the submitter’s option, if the grower is not known (nane and
addr ess) ;

FDA Country of Production;

Shi pper (name, address, registration nunber; except that the
requi renent to provide registration nunber does not apply to
an article of food that is inported for transshi pnment or other
export;

The country fromwhich the article is shipped;

Anticipated arrival information (port of arrival and crossing
| ocation within that port, date, and tine) or, if the food is
inported by international mail, the anticipated date of
mai | i ng;

The nanme and address of the inporter, owner, and ultinate
consi gnee, unless the shipnent is inported or offered for

import for transshipment through the United States under a T&E



entry, or, if the food is inported by international mail, the
U S. recipient (name and address);

Mode of transportation;

Carrier (SCAC/ Standard Carrier Abbreviated Code or

| ATA/ I nternational Air Transportation Association code or, if
codes are not applicable, the nane and country of the carrier)
(except for food inported by international mail);

Pl anned shi pnent information as applicable (except for food
inported by international mail), including 6-digit HTS code;
and

If the article of food is under hold for failure to submt
prior notice or submt an adequate prior notice, the |ocation
where it is being held, the date the article has arrived or
will arrive at the |ocation, and the nanme of a contact

i ndi vidual at the |ocation.

FDA elimnated fromthe interimfinal rule tel ephone and
fax nunbers and e-mail addresses for nost firns, entry |ine
nunbers, trade or brand nanme, and consunption entry infornmation
(port of entry/anticipated date of entry for Custons purposes).
FDA revised information requirenents regarding the quantity,
| ot/ code identifier, manufacturer, grower, and carrier in the
interimfinal rule. FDA added node of transportation and
pl anned shipnent information to the interimfinal rule. In the

interimfinal rule, registration nunbers are required only for



manuf act urer and shipper, if the shipper is a facility that is
required to be registered under section 415 of the FD&C Act (21
U S C 350d) and 21 CFR part 1, subpart H, for that article of
food. For clarity, the interimfinal rule segregates the
information required for food arriving by international mail (8§
1.281(b)) and al so segregates the information required for food
refused under section 801(m of the FD&C Act (8 1.281(c)).

Tabl e 1A, which appears later in this preanble, describes
the information required in prior notice.

G "What Must You Do If Informati on Changes After You Have

Recei ved Confirmation of a Prior Notice From FDA?" (Section

1.282 Proposed as 88 1.289 to 1.294)

This provision has been revised in the interimfinal rule.
The proposed rule allowed one product identity amendnent for
certain product identity information that was not known at the
time of subm ssion and for arrival updates. Product identity
anmendnments could be submtted up to 2 hours before arrival at
the border. Arrival updates were required if the port of entry
changed or if the tine of arrival was expected to be nore than 3
hours later or 1 hour earlier than the anticipated tine of
arrival.

The interimfinal rule does not provide for product
identity anendnents or arrival updates. Because we reduced the

timeframes for submtting prior notice in the interimfinal rule



to the | east ampbunt of time that we need to nmeet our statutory
responsibility to receive, review, and respond to prior notice
subm ssions, the interimfinal rule does not provide for
amendnents or updates. The interimfinal rule requires that if
required information (except estimted quantity, anticipated
arrival information including the anticipated date of mailing,
and pl anned shi pnent information) changes after FDA has
confirmed prior notice for review, the prior notice should be
cancel led and a prior notice with the correct information nust
be subm tted.

H. "Wat Happens to Food That Is Inported or Ofered for I|nport

W t hout Adequate Prior Notice?" (Section 1.283 Proposed as §

1.278)

FDA revi sed the proposed rule to provide for nore

specificity, to clarify the status of refused food, and to
provi de a mechanismfor FDA review after refusal. 1In the
interimfinal rule, FDA identifies the consequences and
procedures for the follow ng situations:

1. Inadequate Prior Notice (No, Inaccurate, or Untinely Prior
Notice)--unless inmedi ately exported with CBP concurrence, an
article of food that is refused for inadequate prior notice
shall be held in accordance with § 1.283.

2. Status and Movenent of Refused Food



A refused food is considered general order merchandi se
under section 490(a) of the Tariff Act of 1930, as anmended (19

U S.C. 1490(a)).

The refused food nmust be noved under an appropriate
custodi al bond. FDA nust be notified of the |ocation where the
food has been or will be noved within 24 hours of refusal. |If
the food is held, it nust be taken directly to the designated
| ocation within 48 hours, shall not be entered, and shall not be
delivered to any inporter, owner, or ultimte consignee.

3. Segregation of Refused Foods

|If a refused food is part of a shipnment that contains other
articles, the refused food my be segregated fromthe rest of
the shipnment within the port of arrival or at the hold | ocation
if different.

4. Costs

Nei ther FDA nor CBP are liable for transportation, storage,
or other expenses resulting fromrefusal.
5. Export After Refusal

A refused food may be exported wth CBP concurrence and
supervi sion (unless CBP or FDA has adm nistratively detained or
sei zed the article under other authority).

6. No Post-Refusal Subm ssion or Request for Review
If no prior notice subm ssion or request for FDA review is

submitted in a tinely fashion after a food is refused, the food



will be dealt with as set forth in CBP regulations relating to
general order merchandise. It may only be sold for export or
destroyed as agreed to by CBP and FDA
7. Food Carried by or O herw se Acconpanyi ng an | ndivi dua

For food that is not for personal use, if the article of
food is refused because prior notice is inadequate or the
i ndi vi dual cannot provide FDA or CBP with a copy of the PN
confirmation, the article may be held at the port or exported.
I f the individual cannot make arrangenents for hol ding or
export, the food nay be destroyed.
8. Post-Refusal Prior Notice Subm ssions

If an article of food is refused for no or inaccurate prior
notice, the prior notice nust be submtted or corrected and
resubmtted to FDA and confirnmed by FDA for review
9. FDA Revi ew After Refusal

After refusal, only the submtter, inporter, owner, or
ultimate consignee may submt a witten request asking FDA to
review whether the article is subject to the requirenents of
this subpart under 8 1.276(b)(5) and 8 1.277, or whether the
prior notice submssion is accurate. The interimfinal rule
al so sets out procedures and tinmefranes for the revi ew process.
10. International Mi

In the case of food arriving by international mail, if

prior notice is inadequate or if the PN Confirmation Nunmber is



not affixed, the article will be held by CBP for 72 hours for
FDA inspection and disposition. |If refused and there is a
return address, the parcel may be returned to sender. |[If there
is no return address or the food in the shipnment appears to
present a hazard, FDA may di spose of or destroy the parcel at
its expense. |f FDA does not respond within 72 hours of the CBP
hold, CBP may return the parcel back to the sender or, if there
is no return address, destroy the parcel, at FDA expense.
11. Prohibitions on Delivery and Transfer

A refused article of food nay not be delivered outside of
the port where the article is held and may not be delivered to
the inmporter, owner, or ultinmate consignee or transferred by any
person fromthe port or secure facility until FDA has exam ned
the prior notice, determ ned the adequacy of the prior notice,
and notified CBP and the transmtter that the article is no
| onger refused. After this notification by FDA to CBP and
transmtter, entry may be nmade in accordance with | aw and
regul ati on.
12. Relationship to Gher Adm ssibility Provisions

A determ nation that an article of food is no | onger
subj ect to refusal under section 801(m (1) of the FD&C Act is
different than, and may cone before, determ nations of
adm ssibility under other provisions of the FD&C Act or ot her

US laws. A determnation that an article of food is no | onger



subj ect to refusal under section 801(m (1) of the FD&C Act does
not nmean that it will be granted adm ssion under ot her
provi sions of the FD& C Act or other U S |aws.

. What Are the O her Consequences of Failing to Submt Adequate

Prior Notice or OGherwise Failing to Conply Wth This Subpart ?

(Section 1.284 Proposed as 8§ 1.278)

The interimfinal rule provides that failure of a person
who inports or offers to inport an article of food to submt
prior notice is a prohibited act under section 301(ee) of the
FD&C Act (21 U.S.C. 331(ee)) and sets out the civil, crimnal,
and debarnment actions that the United States may bring agai nst
persons who are responsi ble for the conm ssion of a prohibited
act .

J. What Happens to Food That Is Inported or Ofered for |nport

From Unregi stered Facilities That Are Required to Regi ster Under

21 CFR Part 1, Subpart H? (Section 1.285)

The interimfinal rule also sets out the consequences
concer ni ng what happens at the border to food fromfacilities
that are not registered as required under section 415 of the
FD&C Act and 21 CFR part 1, subpart H  These are simlar to
provisions in the interimfinal rule for dealing with food that
is refused for inadequate prior notice.

Tabl e 1A of this docunent shows the information required by

sections 1.281(a), (b), and (c). For clarity, the table also



identifies under what circunstances certain informtion is not
required, e.g., registration nunbers when the article of food is
inported or offered for inport for transshi pnent, storage and

export, or further manipul ati on and export.



Table 1A.--Prior Notice Information Required by Category

Information

Transshipment,
Storage and Export,
Manipulation and
Export

Carried by or
Accompanies
an Individual

Food Not in
Natura State

Food in Natural
State

Mail

After
Section
801(m)
Refusal

§1.281 paragraph(s)

(a) and (c)

(@) and (c)

(@), (b), and (c)

(@), (b), and ()

Submitter

Transmitter

Entry Type

Entry Identifier

FDA Product Code

Common, usud, or
market name

<| << <|<]| <2

Estimated Quantity

<

Lot/Code #

<< <|=<|<|<|<| <=

Manuf acturer

z| << <| <|=<|<|=<|<|=<

zlz|z|<| <|<|<|<|<|<

Y/N

Manufacturer
Registration #'

Y/N

Grower, if known

Cty of Production

Shipper

Shipper Registration #

Country Shipped

<|<|<|=<|=<| =<|=<|=<

Port of Arrival

<

Date of Arriva

Time of Arriva

Date of Shipment

Importer

Owner

Ultimate Consignee

U.S. Recipient

Mode of Transport

Carrier

<|<|<|<|<|<|z|z|z

Airbill or Bill(s) of
Lading

<|<|<|Z| z|z| z| z| <| <| <| <|z| <| <| <

z|<| z|Z| <|<| <|zZ| <| <|<| <|<|<|<[<| =<|<|<|<| =<|=<|[=<|=<|=<]|=<

<|<| <|Z| <|<| <|z| <| <|<|<|<|<|<|z §<<< <| <|<| <|<| <

<|<| <|z| <|<| <[ z| <| <| <[ <|<| <|<| <

ZI1Z| Z|<|Z|1Z| Z|<| Z| Z|Z| <[<| <[] <

a!

Vessd/Voyage

Flight #

Trip #

Container #

YN

Ca#

<

License Plate #

<

HTS code

<

Hold Location

z|<| <[ <[ <|<| <|=<

z|<| <[z z|<| <| <

z|<| <[ <[ <[ <] <|<

z|<| <| <[ <|<| <|<

Z|I1Z|1Z[Z| Z|1Z2| Z| Z

<

* Registration numbers are required only if the firm is required to register for a facility associated with t
article of food under section 415 of the FD& C Act, 21 U.S.C. 350d and 21 CFR part 1, subpart H; if
registration number is provided, city and country can be provided instead of the full address.

% After arrival, therefore, no longer anticipated or planned.




I11. Comrents on the Proposed Rul e

FDA recei ved approximately 470 tinely responses contai ni ng
one or nore conments in response to the proposed rule. To nmake
it easier to identify conmments and responses to the coments,
the word “Comments” w |l appear before the description of the
comment, and the word “Response” will appear before our
response. A summary follows which includes a description of the
appropriate section in the interimfinal rule.

A. General Comments and Qutreach

(Comrent s) Some conments suggest revision of section 307 of
the BioterrorismAct. Qher comments recommend that FDA
repropose the rule or not inplenent the rule.

(Response) Changes to the statute are beyond the scope of
this rul emaki ng. Postponing inplenmentation of or not
i npl ementing the rule is not viable under section 307(c) of the
Bi oterrorism Act, which not only directs the FDA to “promul gate
proposed and final regulations for the requirenent of providing
notice in accordance with section 801(m” by Decenber 12, 2003,
but al so provides that an 8 hour prior notice requirenent takes
effect on this date even if FDA has not pronul gated regul ati ons
that are in effect by this deadline. However, we are publishing
this rule as an interimfinal rule and are, accordingly,

soliciting coment on its provisions.



(Comrent s) Most comments generally support the protections
of the food supply provided under the Bioterrorism Act.

Al t hough comments recomend that the final rule be anmended to
reflect nore accurately industry practices, other comrents
suggest the regul ation should be strengthened to ensure that FDA
has all of the information required to identify foods that may
pose a health or security threat. Sonme comrents ar gue that FDA
al ready has access to information currently submtted to CBP to
allow for identification and quick interdiction of foods that
may pose a health or security threat. Oher comrents question
how the final rule would enhance FDA's ability to inprove food
safety and whet her the benefits outweigh the costs.

(Response) Through section 307 of the Bioterrorism Act,
Congress anmended the FD&C Act to require the subm ssion to FDA
of a notice providing informati on regardi ng food before its
inportation into the United States. Congress also required FDA
to issue inplementing regulations to be effective not |ater that
Decenber 12, 2003. Thus, a postponenent of the rule is not an
option. Although FDA is aware that the prior notice regulation
wll affect industry, Congress determ ned the need for prior
notice by passing the BioterrorismAct. Prior notice of
inported food will give FDA better information about the food
earlier, enabling FDA to review and respond to the infornmation

before the arrival of the food at the border. Prior notice al so



will give FDA information with which it will be able to better
focus its inspection resources. Section V of this preanble,

Anal ysi s of Econom c Inpacts, discusses the benefits of this
interimfinal rule in detail. To address many of the concerns
rai sed by the comments, FDA has made significant nodifications
inthe interimfinal rule. However, we are publishing this rule
as an interimfinal rule and are, accordingly, soliciting
comrent on its provisions.

(Comrents) Sone comrents ask that FDA provide clear
gui dance and training to industry and agency field personnel
about the procedures for inplenmenting the regulation.

(Response) FDA conducted extensive outreach on the proposed
prior notice rule, including having relevant FDA staff attend 6
i nternational neetings and over 100 donmestic neetings to ensure
that affected parties were aware of the Bioterrorism Act prior
notice requirenents. On January 29, 2003, FDA held a public
nmeeting (via satellite dowlink) to discuss both the
regi stration and prior notice proposed rules (see 68 FR 1568,
January 13, 2003) or

http://ww. accessdat a. f da. gov/ scri pt s/ oc/ ohr ns/ advdi spl ay. cf m

Nearly 1,000 participants in North and South Anmerica and the
Cari bbean viewed that |ive broadcast. The neeting was |ater re-

broadcast to Europe, Asia, Africa, and the Pacific. FDA has



al so posted transcripts of the broadcast in English, French, and
Spani sh on the agency’' s Wb site.

FDA plans simlar outreach efforts directed to both
donmestic and international stakeholders after publication of the
interimfinal rule inplenmenting the registration and prior
notice provisions of the BioterrorismAct. Qutreach wll
i ncl ude many net hods of commruni cati on:

Di ssem nation of materials to guide affected donestic and
international food facilities through the new processes
established to inplenent the registration and prior notice
requiremnents;

Donestic outreach neetings to State regul ators and
i ndustry;

A satellite downlink video broadcast and a series of
vi deoconferences to various regions of the world;

Materials and events for the nedia;

I nternational outreach to food trading partners;

Presentations by FDA officials and exhibits at professional
and trade conferences and neetings to informindustry and state
and | ocal governnment representatives of the new requirenents;
and

Cooperative arrangenents with CBP and ot her Federal

agencies to ensure that information on the interimfina



regul ations and their requirenents is dissemnated to affected
conpani es and i ndivi dual s.
More specifics regarding each of these will be included in FDA' s

Wb site at http://ww. . fda.gov. In addition, FDA also plans

training in new or revised procedures for its field personnel,
as well as CBP field personnel. FDA will also provide guidance
on enforcenent to its staff containing the agency’ s policies on
i njunctions, prosecution, and debarnent related to failure to
provide tinely and accurate prior notice, as well as the
agency’s policies regarding refusals under section 801(n)(1) of
t he FD&C Act and hol ds under section 801(l). As described in
greater detail later, FDA intends to include a transition period
in this guidance, during which it will enphasize education to
achi eve conpliance. Guidance docunents are available to the
public, and FDA will shortly publish a notice of availability in
t he FEDERAL REQ STER

FDA will notify the Wrld Trade Organi zation (WO of this
interimfinal rule. Shortly after publication of this interim
final rule, FDA will begin dissem nating at U S. ports flyers
and posters sunmari zing the new requirenents and i nform ng
representatives of affected entities how to provide prior notice
to FDA. Online assistance and a help desk will be avail able
when the interimfinal rule becomes effective.

B. Foreign Trade |Issues




(Conment s) Some comments questioned the consistency of the
proposed regulation with U S. obligations under various WO
agreenents, NAFTA, and ot her international agreenents.

(Response) FDA is aware of the international trade
obligations of the United States and has consi dered these
obligations throughout the rul emaki ng process for this
regul ation and the interimfinal regulation is consistent with
t hese international obligations.

(Comments) Sonme comrents asserted that the proposed
regul ation is burdensonme, confusing, costly, disproportionate,
di scrimnatory, and will have a negative inpact on foreign
trade.

(Response) In drafting the proposed rule, FDA considered
how best to structure the proposed rule consistent with the
statutory mandates of the BioterrorismAct and, at the sane
time, to reduce the costs associated with conpliance. As
di scussed in nore detail in the follow ng paragraphs, FDA has
carefully considered conments received regardi ng the burden
i mposed by the proposed rule, including its effects on
international trade. Furthernore, based on the comments
recei ved on the proposed requirenents, FDA has made a nunber of
significant changes that mnimze the inpact of prior notice
requi renents on the food industry. These changes include

removing restrictions on who can submt prior notice; allow ng



subnmi ssion to be nade either through ABI/ACS (the existing
mechanismfor filing entry information with CBP) or the FDA PN
System Interface (the FDA PN Wb system described in the
proposed rule); reducing the tinmeframes for subm ssion of prior
notice and tying themto node of transport; and streamining the
i nformati on requirenents.

C. “What Definitions Apply to This Subpart?” (Section 1.276

Proposed as § 1.277)

1. The Act (8 1.276(a))

The proposed rule defined “the act” as the Federal Food,
Drug, and Cosnetic Act. The proposed rule also applies the
definitions of terms in section 201 of the act (21 U S. C 321)
to such terns as used in the proposed rule.

(Comrents) FDA did not receive comments on the definition
of “the act.”

(Response) W did not change the definition in the interim
final rule. W have clarified that the definitions in the FD&C
Act do not apply if a termis defined differently in the interim
final rule.

(Interimfinal rule) Section 1.276(a) of the interimfinal
rule defines "the act" as the Federal Food, Drug, and Cosnetic
Act. Section 1.276(b) provides the definitions in the FD&C Act
apply unless a termis defined differently in the interimfinal

rul e.



2. Calendar Day (8§ 1.276(b)(1))

The proposed rul e defined “cal endar day” as “every day
shown on the cal endar.”

(Comrent s) FDA did not receive comments on the definition
of “cal endar day.”

(Response) W did not change the definition in the interim
final rule.

(Interimfinal rule) “Cal endar day” is defined in 8§
1.276(b) (1) of the interimfinal rule as “every day shown on the
cal endar.”

3. Country From Wich the Article Originates (8 1.276(b)(2))
Section 801(m (1) of the FD&C Act requires that “the
country fromwhich the article originates” be identified in a

prior notice. The proposed rule used the term*originating
country” and defined it as “the country fromwhich the article
of food originates.”

(Coments) Comments were received on the proposed
definition of “originating country.” These comments are
addr essed under “FDA Country of Production,” which is the term
that FDA has chosen in the interimfinal rule to repl ace
“originating country.”

(Response) The term"the country fromwhich the article
ori ginates” has been added to the interimfinal rule to refer

back to the statutory | anguage.



(Interimfinal rule) "Country fromwhich the article

originates" is defined as “FDA Country of Production.”

4. Country From Wiich the Article Is Shipped (8§ 1.276(b)(3))

The proposed rule defined “country fromwhich the article
of food was shipped” as “the country in which the article of
food was | oaded onto the conveyance that brings it to the United

States.” A conveyance is the means of transportation, e.g.,
ship, truck, car, van, plane, railcar, etc., not the shipping
contai ner that can be noved froma ship to a truck to a train.
FDA requested coment on whet her the phrase “country from which
the article of food was shipped” should include the countries of
i nternmedi ate destination.

(Comment s) Several comrents support identifying countries
of internedi ate destination, noting that it would be desirable
to have this information to support product tracing. One states
that even if a food product were nerely shipped through anot her
country wi thout further manufacturing/processing, the potentia
for tanpering would still exist. This conmment is concerned
that, without information on every internedi ate country, FDA
woul d |ack the ability to trace food for potential contam nation
back through the distribution chain. Another comment supports

providing the countries of internmedi ate destination. It states

that, except in the case of seal ed containers, the manufacturer



cannot control manipul ation that occurs in countries of
i nternmedi ate destination.

Several comments state that the information required in a
prior notice should not include countries of internediate
destination. Oher coments note that: an inported article may
pass through a nunber of ports or stops in a variety of
countries and never be unloaded; a U S. inporter in npbst cases
has no control of which ports or stops a carrier may nake; and
exporters cannot guarantee which ports the ship wll enter or
pass through on its way to a U S. port. Another comment states
the informati on woul d not be necessary for seal ed containers
because alteration or absence of a seal alerts the owner to
tanpering, but it nmay be necessary for bul k or unpackaged
products. Mdst of the comments that object conclude that
subm ssion of additional countries of internediate destination
woul d be unreasonabl e and burdensonme and woul d not inprove the
safety and security of the food supply.

(Response) Section 801(m(l) of the FD&C Act uses the
singular “country” when it directs subm ssion of the identity of
the country fromwhich the article is shipped, not the plura
“countries.” Thus, FDA has concluded that the text of the
statute dictates that the definition be singular. The interim
final rule thus retains the proposed definition of the term

“country fromwhich the article was shipped.”



(Comrents) One comrent states that the proposed definition
of “country fromwhich the article of food was shipped” is clear
and suggests that it be maintained. Several comrenters suggest
that “country fromwhich the article of food was shi pped”
shoul d be defined as the country from which the goods were
"exported" to the United States as that phrase is used in the
CBP regul ati ons defining “country of export.”

O her comrents suggest that FDA's definition failed to take
into account the follow ng considerations: That ocean and air
carriers routinely use "feeder" vessels/aircraft to nove cargo
fromthe country of origin to a "gateway" for transfer to a
| arger vessel or aircraft that will transport the cargo to its
final destination; and that ocean vessels frequently discharge
containers destined for the United States in Canada where they
are transferred to a notor carrier for transport to the United
States. The comments conclude that the proposal, if
i npl enent ed, would confuse inporters and require themto attenpt
to obtain the cargo routing frommaster carriers. They suggest
that FDA require instead the reporting of the last country in
whi ch a product was stored if that is different fromthe country
in which it was produced (the country of production).

(Response) Section 801(m (1) of the FD&C Act requires that

prior notice subm ssions identify "the country fromwhich the



article is shipped.” "Country of export” is not a termformally
defined in CBP s regul ati ons.

We acknow edge that food nmay pass through nore than one
country before it reaches the United States. However, we do not
believe that this practice changes the definition dictated by
the statutory | anguage. Several exanples may be hel pful. In
one scenari o, a shipper in country A arranges for a food
manuf actured in country B to be transported to the United States
via country C. The food arrives in country C on an ocean vessel
and is transferred to a truck that brings it to the U S. port of
arrival. In this first scenario, the country fromwhich the
article is shipped is country C

In a second scenario, a shipper in country A arranges for a
food manufactured in country B to be transported to the United
States by a ship that is loaded in country B but stops in
country C and then continues to the United States where the food
is discharged. 1In this second scenario, the country from which
the article is shipped is country B. In a third scenario, if
the food was transferred to a different vessel in country C, the
country fromwhich the article is shipped is country C

(Interimfinal rule) Section 1.276(b)(3) of the interim
final rule defines "country fromwhich the article is shipped”
as “the country in which the article of food is | oaded onto the

conveyance that brings it to the United States.” W changed the



termfrom®“country fromwhich the article was shipped’” to
“country fromwhich the article is shipped” to accurately
reflect the | anguage of the statute.

5. FDA Country of Production and Originating Country (8
1.276(b) (4))

The proposed rule defined “originating country” as “the
country fromwhich the article of food originates,” which neans
the country where the article of food was grown and harvest ed,
or if processed, where the article of food was produced.

(Comments) Many conments regarding the definition of
“originating country” suggest that FDA use the “country of
origin” definition used by CBP, or the standard rules of origin
used by CBP, USDA, and associ ations such as the WO

(Response) Section 801(m (1) of the FD&C Act requires prior
noti ce subm ssions to FDA identify “the country fromwhich the
article originates.”

We have not changed the definition of “originating country”
toalignit with “country of origin” as that termis defined by
CBP. CBP defines “country of origin” at 19 CFR 134.1(b) as
fol | ows:

the country of manufacture, production, or
gromh of any article of foreign origin
entering the United States. Further work or

material added to an article in another



country nust effect a substanti al

transformation in order to render such ot her

country the ‘country of origin’ within the

meani ng of this part; however, for a good of

a NAFTA country, the NAFTA Marking Rul es

will determ ne country of origin.
In rulings, CBP has further defined "country of origin" and
substantial transformation to identify the country of growth of
the main ingredient in a processed food rather than the country

of production of "the article [of food]" (enphasis added) in the

formit is being inported into the United States. For exanpl e,
a CBP ruling identified the country of origin as the United

St at es where beans were rehydrated and canned in the Dom nican
Republic, but grown and dried in the United States (Ref. 1).

For purposes of the prior notice provisions of the FD&C Act, the
“article of food” is canned beans, not dried beans. From a food
safety standpoint, FDA is nost interested in knowi ng where the
article of food was processed and canned. W believe that it
best serves the | anguage and the purposes of section 801(m(l)
of the FD&C Act to define the termto focus on the country of
production of the specific article of food that is being shipped
to the United States. To avoid confusion between FDA' s prior
notice requirenents and CBP requirenents, the interimfinal rule

uses the term "FDA Country of Production” instead of the term



“originating country” or "country fromwhich the article
originates.” "FDA Country of Production"” is already famliar to
custons brokers and self-filers using ABI/ACS interface with
OASI S.

(Comments) One comment suggests that “EU (European Uni on)
be acceptable for use as an originating country.

(Response) FDA di sagrees. Section 801(m of the FD&C Act
requires identification of “the country fromwhich the article
origi nates” (enphasis added). Accordingly, for purposes of this
provi sion, each sovereign country nust be identified when
decl ared as part of the prior notice subm ssion.

(Comment s) Several comrents suggest that the definition of
“country of origin” for fish be the country in which the vessel
is flagged or in which the fish was | ast processed. Another
comment asks FDA to use the definition of "country of origin"
bei ng used by USDA' s Agricul tural Marketing Service for fish and
seaf ood.

(Response) W generally agree. The proposed rule relied in
part on USDA' s proposed definition as set out in USDA gui dance

published in the Federal Register on Cctober 11, 2002, and is

based on the Farm Security and Rural Investnent Act of 2002
(comonly known as the 2002 FarmBill), as anended. As set out
in 8 1.276(b)(4) of the interimfinal rule, if an article of

food is wild fish that is still in its natural state and was



caught or harvested outside the waters of the United States by a
vessel that is not registered in the United States, the FDA
Country of Production is the country in which the vessel is
registered. |If the article of food is nmade fromw |l d fish
aboard a vessel, the FDA Country of Production is the country in
whi ch the vessel is registered.

(Comments) Several comrents express concern that the
proposed definition, “[o]riginating country means the country
fromwhich the article of food originates,” does not take into
consi deration the producer, processor, vessel or commobn carrier
feeder and consolidation practices in which conponents of the
shi pment may be conposites or conm ngled fromnore than one
country. One comment asks that FDA descri be when the country of
canning woul d be the originating country, and when it would not.
One comrent suggests that decaffeinating or bl ending coffee be
consi dered processing and that decaffeinated or bl ended coffee
be considered as processed food for the purposes of prior
noti ce.

(Response) Sonme of these conments appeared to confuse the
proposed definition of "country fromwhich the article of food
was shi pped” with the proposed definition of "originating
country,"” another reason why we decided to use the term "FDA
Country of Production.”™ As explained above in the discussion of

"the country fromwhich the article is shipped,” the two



countries will sonetines be different. Wen determ ning which
country is the FDA Country of Production, the focus should be on
the production of the specific article of food. For exanple, if
the article of food is raw, whole, unpeeled carrots, the FDA
Country of Production is the country where the carrots were
grown and harvested. |If the article of food is raw peel ed and
chopped carrots or canned carrots, the FDA Country of Production
is the country where the carrots were peel ed and chopped or
canned. As a general matter, for canned foods, the FDA Country
of Production should be the country where food was canned.
Simlarly, we consider decaffeinated coffee to be no |onger in
its natural state and the FDA Country of Production would be the
country in which the coffee was decaffei nated.

(Interimfinal rule) Section 1.276(b)(4) of the interim
final rule defines the “FDA Country of Production” for an
article of food that is inits natural state, as country where
the article of food was grown, including harvested or collected
and readied for shipment to the United States. |If an article of
food is wld fish, including seafood, that was caught or
harvested outside the waters of the United States by a vessel
that is not registered in the United States, the FDA Country of
Production is the country in which the vessel is registered.

For an article of food that is no longer in its natural state,

the FDA country of production is defined as the country where



the article was made; except that, if an article of food is nmade

fromw ld fish, including seafood, aboard a vessel, the FDA
Country of Production is the country in which the vessel is
registered. |If an article of food that is no longer in its
natural state was made in a Territory, the FDA Country of
Production is the United States.

6. Food (8 1.276(b)(5))

The proposed rul e defined “food” as having the meani ng
given in section 201(f) of the FD&C Act. The proposed rul e
provi ded exanpl es of food including:

fruits, vegetables, fish, dairy products,
eggs, raw agricultural comodities for use
as food or conponents of food, animl feed,
i ncl udi ng pet food, food and feed

i ngredi ents and additives, including
substances that mgrate into food fromfood
packagi ng and other articles that contact
food, dietary supplenents and dietary

i ngredients; infant fornula, beverages,

i ncl udi ng al coholic beverages and bottl ed
water, |live food animals (such as hogs and
el k), bakery goods, snack foods, candy, and

canned f oods.



a. Food packagi ng and other food contact substances.

(Comrents) We received several comments on the subject of food
contact substances, including packaging. The comments ask that
FDA clarify the definition of "food" because the proposed rule
i ncl uded as exanples of food not only those itens traditionally
understood as food, but also itens that cone into contact with
and may mgrate into food during processing or packaging. In
particular, the cooments ask that food packagi ng and conponents
of food packagi ng, other food contact articles (such as food
processi ng equi pnment and conponents of such equi pnent,

gl assware, dishware, cutlery, kitchen appliances), and so-called
i ndirect additives (including those applied to food cont act
surfaces) be excluded fromthe final rule's definition of
"food."

In support, the comments contend the | egislative history of
the prior notice provisions establish that Congress did not
intend to apply prior notice requirenents to these substances
even though they can be food within the neaning of section
201(f) of the FD&C Act. In addition, sone point to |anguage in
section 415 of the FD&C Act (21 U . S.C. 350d) relating to
regi stration and | anguage in section 414(b) of the FD&C Act
relating to recordkeeping (21 U S.C. 350c). Finally, sone
coments argued that an overly broad definition of "food" would

dilute the governnent's resources, thereby hanpering the



governnment's opportunity to achieve the protective goals of the
Bi oterrorismAct.

(Response) W expressly included food packagi ng and ot her
food contact materials in the proposed definition, with the
result that prior notice would have been required for food
packagi ng and other food contact materials and their conponents
(see 68 FR 5428 at 5430). The breadth of the proposed
definition of "food" was based on both the statutory definition
in section 201(f)(3) of the FD&C Act, which defines articles
used as conponents of food as "food," as well as the case | aw

interpreting the definition, including Natick Paperboard v.

Wei nberger, 525 F.2d 1103 (1st Cir. 1975) (paperboard contai ni ng

PCBs i ntended for food use is adulterated food; U S. v. Articles

of food * * * 688 Cases * * * of Pottery (Cathy Rose), 370 F.

Supp. 371 (E.D. M. 1974) (ceramc pottery that |eaches lead is
adul terated food).

The comments on food contact substances raise the question
of what Congress intended "food" to nean for purposes of prior
notice. In construing the prior notice provision of the
BioterrorismAct, FDA is confronted with two questions. First,
has Congress directly spoken to the preci se question presented?

(" Chevron step one") Chevron, U S A, Inc. v. NRDC, Inc., 467

U S. 837, 842 (1984). To find no anbiguity, Congress nust have

clearly manifested its intention with respect to the particular



i ssue (Young v. Community Nutrition Institute, 476 U S. 974, 980

(1986)). If Congress has spoken directly and plainly, the
agency nust inplenent Congress's unanbi guously expressed intent
(Chevron, 467 U.S. at 842-843). If, however, the Bioterrorism
Act is silent or anmbiguous as to the neaning of "food," FDA nmay
define "food" in a reasonable fashion (" Chevron step tw");

Chevron, 467 U.S. at 842-843; FDA v. Brown & WIIlianson Tobacco

Corp., 529 U.S. 120, 132 (2000)).

The agency has determ ned that, in enacting section 801(m
of the FD&C Act, Congress did not speak directly and precisely
to the neaning of "food." As noted, the FD&C Act has a
definition of "food" at section 201(f). It nmay be a reasonable
assunption that, when the term"food" is used in the FD&C Act,
section 201(f) applies. However, although there nay be "a
natural presunption that identical words used in different parts
of the same act are intended to have the sanme neaning [citation
omtted], * * * the presunption is not rigid* * *." (Atlantic

Cleaners & Dyers, Inc. v. US., 286 U S 427, 433 (1932);

(accord: U.S. v. develand Indians Baseball Co., 532 U S. 200,

213 (2000)). Thus, the sane word may be given different
meani ngs, even in the sane statute, if Congress intended
different interpretations or if such different interpretations

are reasonable (at step 2) (Atlantic Ceaners & Dryers, Inc.,

supra).




Even before the Bioterrorism Act anendnents, the term
"food" was not defined identically throughout the FD& C Act. For
exanple, in construing the parenthetical "(other than food)" in
section 201(g)(1)(C of the FD&C Act, the Seventh G rcuit Court
noted that Congress neant to exclude only "articles used by
people in the ordinary way that nost people use food--primarily
for taste, aroma, or nutritive value" and not all substances

defined as food by section 201(f) (Nutrilab, Inc. v. SchweiKker,

713 F.2d 335, 338 (7th Cr. 1983)). Simlarly, section

409(h) (6) of the FD&C Act defines a “food contact substance” as
"any substance intended for use as a conponent of materials used
i n manuf acturing, packing, packaging, transporting, or holding
food if such use is not intended to have any technical effect in
such food” (enphasis added). This definition makes sense only
if "food" in this context excludes materials that contact food
because conponents of food contact naterials are plainly

i ntended to have a technical effect in such materials.?

Thus, in this larger statutory context, FDA has eval uated

section 801(m of the FD&C Act to determ ne whether the neaning

2 FDA's long-standing interpretation of the FD& Act's definition of color
additive, section 201(t), is an additional exanple of where "food" is used
nore narromy than as defined in section 201(f). A color additive is defined
in section 201(t) of the FD&C Act as a substance that "when applied to a food
* * * jg capable * * * of inparting color thereto * * *." The agency's food
additive regul ati ons distinguish between col or additives and "col orants,"” the
| atter being used to inpart color to a food-contact material (21 CFR
178.3297(a); see also 21 CFR 70.3(f)). Thus, "food" as it appears in the



of the word "food" is anbi guous. In conducting this Chevron
step one analysis, all of the traditional tools of statutory
interpretation are avail able to determ ne whether the | anguage

Congress used is anbi guous (Pharnaceutical Research &

Manuf acturers of Anerica v. Thonpson, 251 F. 3d 219, 224 (D.C

Cir. 2001)). Beginning with the |anguage of the statute, in
section 801(m of the FD&C Act, "food" is used to describe which
subset of FDA-regulated articles are subject to prior notice:

In the case of an article of food that is

being i nported or offered for inport into

the United States, the Secretary, after

consultation with the Secretary of the

Treasury, shall by regulation require, for

t he purpose of enabling such article to be

i nspected at ports of entry into the United

States, the submi ssion to the Secretary of a

notice * * * (enphasis added).
The BioterrorismAct is silent as to the nmeaning of "food."
Congress did not specify whether it intended the definition in
section 201(f) of the FD&C Act to apply, one of the other
possibilities noted above, or another neaning. Were, as here,

the statutory | anguage on its face does not clearly establish

statutory definition of color additive, necessarily excludes food contact
mat eri al s.



Congress’s intent, it is appropriate to consider not only the
particul ar statutory |anguage at issue, but also the | anguage

and design of the statute as a whole (Martini v. Federal Nat'l

Mort gage Association, 178 F. 3d 1336, 1345 (D.C. G r. 1999),

citing K Mart Corp. v. Cartier, Inc., 486 U S 281 (1988)).

| ndeed, the analysis should not be confined to the specific
provision in isolation, because the neaning or anbiguity of a
term may be evident only when considered in a |arger context

(FDA v. Brown & WIIlianson Tobacco Corp., supra at 132 (2000)).

Consistent with this instruction, FDA has considered ot her
parts of the Bioterrorism Act in assessing whether the neaning
of "food" in section 801(m of the FD&C Act anbi guous. In
particul ar, FDA has considered the | anguage of section 415 of
the FD&C Act. The Bioterrorism Act's registration provision is
one piece of several enacted by Congress to enhance the safety
of the U S. food supply. Registration is designed to work in
concert with prior notice. This is reflected in the
BioterrorismAct's amendnent of section 801 of the FD&C Act to
provi de that food froman unregistered foreign facility be held
at the port when inported or offered for inport (section 801(I)
of the FD&C Act). The information provided by registration wll
all ow FDA to cross-check prior notice subm ssions agai nst
registration data to confirmthe identity of manufacturers and

others who are required to register. Furthernore, the



i nformati on provided by prior notice subm ssions can serve as a
cross-check as to whether firns are registered as required and

have been providing the necessary updates.

As explained in the preanble to the interimfinal
registration rule published el sewhere in this issue of the

Federal Register, FDA has concluded that the nmeaning of the term

"food" in section 415 of the FD&C Act is anbiguous. First, the
use, in section 415(a)(1) of the FD&C Act, of the phrase "for
consunption" after the word "food" creates an anbi guity because
it could be read to suggest that "food" within the context of
the section 415 registration requirenent only refers to food
that is ordinarily thought of as "consunmed." By nodifying the
term"food," Congress apparently intended to limt the term
"food" to sonmething less than the broad definition in section
201(f) of the FD&C Act. In addition, in section 415(b)(1) of
the FD&C Act, when defining "facility" for purposes of section
415, Congress expressly exenpted "farns; restaurants; other
retail food establishnents; nonprofit food establishnents in
which food is prepared for or served directly to the consuner *
* * "  These exenptions do not nmake cl ear whet her Congress
intended themto cover only food that is ordinarily eaten at
some point by consuners prinmarily for taste, aroma, or nutritive

val ue or whether, for exanple, a retail food establishnment could



include retailers of food contact materials, such as retai

cookwar e stores.

The | egislative history of section 415 of the FD&C Act al so
supports the conclusion that Congress did not speak directly to
t he neaning of "food" in that Bioterrorism Act provision. Such
history is appropriately consulted at Chevron step one (Atherton
v. FDIC, 519 U S. 213, 228-29 (1997)). In particular, the
Conf. Rept. to HR 3448, which becane the Bioterrorism Act,
expl ains what Congress intended by "retail food establishnents,™

which is used to create an exenption fromregistration

The Managers intend that, for the purposes
of this section, the term'retail food

est abl i shnments' includes establishnents that
store, prepare, package, serve, or otherw se
provide articles of food directly to the
retail consuner for human consunption, such
as grocery stores, conveni ence stores,
cafeterias, lunch roons, food stands,

sal oons, taverns, bars, |ounges, catering or
vending facilities, or other simlar
establishnments that provide food directly to

a retail consuner.



(H Conf. Rept. No. 481, 107th Cong., 2d Sess., 133 (2002)).
Simlarly, the Conf. Rept. notes that the term"non-profit food
establ i shnents” includes not-for-profit establishnents in which
food is prepared for, or served directly to the consuner, such
as food banks, soup kitchens, honebound food delivery services,
or other simlar charitable organizations that provide food or
meal s for human consunption” (l1d. at 133-34). Notably, the
exanpl es provi ded by Congress for both types of exenpt food
establishnments are not those that generally sell or distribute
food contact materials. Accordingly, the legislative history of
section 415 of the FD&C Act creates additional anmbiguity as to

t he neaning of "food."

This anbiguity in the word "food" is further underscored by
the legislative history of section 801(n) of the FD&C Act. For
exanple, the Conf. Rept. states that the prior notice provision
is to be construed not to apply to "packaging materials if, at
the time of inportation, such materials will not be used for or
in contact with food * * *" (see H Conf. Rept. No. 481, 107th
Cong., 2d Sess., 136 (2002)). This statenment inplies that
Congress was not relying on the definition of food in section
201(f) of the FD&C Act. For exanple, the statenment could be
read to nmean that the term "food" does not include packagi ng or

other materials that contact food.



Havi ng concl uded that the neaning of "food" in section
801(m of the FD&C Act is anbi guous, FDA has considered how to
define the termto achieve a "perm ssible construction" of the

prior notice provision (Chevron, USA 1Inc. v. NRDC, Inc., supra

at 843). In conducting this Chevron step two analysis, the
agency has considered the sanme information evaluated at step one

of the analysis (Bell Atlantic Tel ephone Co. v. FCC, 131 F. 3d

1044, 1049 (D.C. Cir. 1997); Chevron US. A, Inc. v. FERC 193

F. Supp. 2d 54, 68 (D.D.C. 2002)). FDA has determ ned that it
is perm ssible, for purposes of the prior notice provision, to

excl ude food contact materials fromthe definition of "food."

Restricting "food" to substances other than food contact
materials is consistent wwth the legislative history of the
prior notice provision relating to food packagi ng and ot her food
contact substances. In addition, it is consistent with the
"food for consunption” |anguage in section 415(a)(1) (FD&C Act)
of the registration provision. That is, foods that are
"consuned"” are generally those eaten for their taste, aromm, or
nutritive value. In addition, excluding food contact materials
from"food" in this regulation is consistent with the exenptions
in section 415(b)(1) of the FD&C Act, as well as the |egislative

hi story of section 415.



As discussed in the follow ng paragraphs in responses to
ot her comments, FDA has also interpreted "food" for purposes of
section 801(m of the FD&C Act to exclude pesticides as that
termis defined under 7 U S.C. 136(u). Accordingly, FDA has
determ ned that a reasonable interpretation of "food" for
pur poses of section 801(m of the FD&C Act is as foll ows and has

revised 8 1.276(b)(5) of this interimfinal rule to provide:

Food has the neaning given in section
201(f) of the act, except for purposes of
this subpart, it does not include food
contact substances as defined in section
409(h) (6) of the act (21 U.S.C. 348(h)(6));
or pesticides as defined in 7 U S.C. 136(u).
Exanpl es of food include fruits, vegetables,
fish (including seafood), dairy products,
eggs, raw agricultural commodities for use
as food or as conponents of food, aninal
feed (including pet food), food and feed
i ngredi ents, food and feed additives,

di etary supplenents and dietary ingredients,
infant formul a, beverages (including

al cohol i ¢ beverages and bottled water), live
food ani mal s, bakery goods, snack foods,

candy, and canned foods.



| mportantly, FDA still considers food packagi ng and ot her
food contact substances to be "food" within the neaning of
section 201(f) of the FD&C Act when they, or their conponents,
mgrate into other food. Therefore, these itens are still
“food" for purposes of the other provisions of section 801 of
the FD&C Act (with the exception of section 801(l), which shares
the sane definition of food as section 801(m)). Accordingly,
al t hough not subject to the section 801(n) of the FD&C Act
requi renent of prior notice, food packaging materials and ot her
food contact substances will renmain, as they have been, subject
to determ nations of adm ssibility under section 801(a) of the
FD&C Act .

b. Food processing aids. (Comments) One comment argues

that food processing aids and "indirect food additives" should
not be considered food for purposes of section 801(m of the
FD&C Act. According to the commenter, these substances resenble
food contact substances, which Congress, as evidenced by the
prior notice legislative history of food contact substances, did
not expect FDA to subject to prior notice.

(Response) Whet her a food processing aid or "indirect
additive" is subject to prior notice depends upon whet her such a
substance is "food" under this rule. As noted, for purposes of
the interimfinal rule, "food" excludes "food contact

substances" as defined at section 409(h)(6) of the FD&C Act.



Anmong ot her things, unlike food processing aids and "indirect
addi tives," "food contact substances" are not "intended to have
any technical effect in food," section 4091(h)(6) of the FD&C
Act. In addition, "food" excludes pesticides as defined at 7
US C 136(u). Thus, if the substance is not a pesticide and is
intended to have a technical effect in the food bei ng processed,
t he substance is not exenpt fromthe definition of "food" under
§ 1.276(b)(5) in the interimfinal rule. This is a reasonable
result in that such processing aids are intentionally and
directly added to “traditional” foods.

c. Antimcrobial pesticides. (Coments) One coment

expresses concern about including antim crobial pesticides
within the scope of this regulation. The coment states that
pesticides are inported pursuant to the Federal I|nsecticide,
Fungi ci de, and Rodenticide Act (FIFRA), not the FD&C Act, and
are subject to Environnental Protection Agency (EPA) approval
before they are admtted to the United States. The coment asks
that FDA clarify that this regulation is not applicable to
antimcrobial pesticides with FDA and/ or EPA approved food
contact uses. The comment states that including antim crobial
pesticides within the scope of this regulation would inpose
unnecessary burdens on antim crobial pesticide registrants,

wi t hout enhancing the protection of the food supply.



(Response) As discussed previously, the neaning of "food"
in section 801(m of the FD&C Act is anbiguous. Therefore, FDA
may define "food" in a reasonable manner. FDA believes that
excl udi ng pesticides fromthe definition of food is reasonabl e.
Pesticides, including those used in or on food for human or
ani mal use, are conprehensively regul ated by the Federal
Governnment. Under FIFRA, 7 U S.C. 136 et seq., all pesticides
(both food and nonfood use) are registered with EPA. As part of
the registration process, establishnents in which pesticides are
produced nust register with EPA (40 CFR 167.3 and 167.20). As
part of the inportation process, prior notice of pesticide
shi pments nust be provided to EPA (19 CFR 12.112).

| mportantly, the Federal regulatory schene for pesticides
was substantially revised in 1996 by the Food Quality Protection
Act (FQPA) (Public Law 104-170), and EPA' s authority over
pestici des was consolidated and expanded. As a result of FQPA,
pesticides and their residues are subject to substantial and
conprehensi ve regul ati on by EPA. Were anot her Federal agency
has the types of specific and conprehensive authority described
previously to regulate the safety of a substance, FDA believes
that it is appropriate to interpret “food” in section 801(m of
the FD&C Act as not including that substance. Accordingly, FDA
has revised the definition of “food” in 8§ 1.276(b)(5) to exclude

pesticides as defined by FIFRA



d. Chemcals (Comments) One conment seeks clarification
as to whether chemcals are considered “food.” The coment
expects that chem cals intended for human consunption wll
likely be included in the requirenents for prior notice.

(Response) W are not sure exactly what substances or
products the comment refers to; "chemcals" is a very broad
term Unl ess excluded because they are food contact substances
or pesticides, chemcals that are "used for food or drink" or
are "used for conmponents of any such articles" are "food" under
section 201(f) of the FD&C Act and the definition in the interim
final rule (8 1.276(b)(5)). |If the substance is used in sone
applications that nmake the substance "food" and sonme that do
not, the principles applicable to further processing and nmulti-
use substances, set out in the follow ng paragraphs, apply.

e. Live animals. (Comments) Two conmments address

inclusion of live aninmals. One comrent urges FDA to exenpt |ive
food animals fromthis regulation, as it will have far-reaching
i mpacts on all Canadian farmers who export live food animals to
the United States. The other comment asks for clarification as
to how prior notice applies to live food animals inported for
further processing, such as finishing.

(Response) As discussed previously, the neaning of "food"
in section 801(m of the FD&C Act is anbiguous. Therefore, FDA

may define "food" in a reasonable manner. FDA believes that it



is reasonable to interpret "food" in section 801(m of the FD&C
Act to include live animals. Such inclusion is consistent with
the explicit reference to aninmals in the statutory standard,
"serious adverse health consequences or death to humans or

ani mal s" in section 801(m(2)(B)(ii) of the FD&C Act—-t he
provision that relates to FDA review of prior notices submtted
for food refused for |ack of adequate prior notice. 1In
addition, it is consistent with the |egislative history of
section 801(m of the FD&C Act that refers only to the excl usion
of food contact substances. Moreover, the products of |live food
animals are an integral part of the food consuned in the United
States, and thus, it is logical to protect the raw naterials
(i.e., the live animals) by including themunder the
BioterrorismAct's safeguards. Finally, the inclusion of live
animals in the definition of "food" is consistent with the
reasonabl e interpretation of the registration provision, section
415 of the FD&C Act. Accordingly, the interimfinal rule's
definition of "food" includes Iive food animals. Defining
“food” to include live animals is also consistent with the case
law interpreting the term“food” in the broader context of the

FD&C Act. See United States v. Tuente Livestock, 888 F. Supp.

1416 (S.D. Ohio, 1995).

f. Articles for further processing or capable of nultiple

uses. (Coments) Sone comments ask that FDA clarify that the



definition of “food” does not include substances that are not
edi bl e, but may be further processed to be rendered edible, for
exanpl e, crude vegetable oils, crude petroleum and mnerals
such as phosphates which may be refined and processed into food
i ngredi ents such as glycerin and phosphoric acid. The coments
state that where bul k commdities have potential food and

nonf ood uses, there should be an exenption frominport
notification where these commodities have not been sufficiently
refined to be directly used as food ingredients w thout further
processi ng or refining.

Anot her comment notes that gelatin is used for food,
pharmaceutical, and technical applications and seeks assi stance
with establishing a | abeling protocol to distinguish between
edi bl e gelatin, pharmaceutical gelatin, and technical gelatin.
Sone comments state FDA should require prior notice only for
food i ntended for consunption and ask FDA to specify the
articles that would be considered “food.” The conmments al so
state that some inports have both food and nonfood uses and t hat
prior notice should only be required for inports that will be
used as a food. In addition, one comrent strongly urges FDA to
renmove indirect food contact colors (i.e., material used to
col or food contact material) fromthe requirenments of prior
notice. The coment indicates that food contact colors are

often prepared in bulk and then shipped to conpani es that can



use these pignments in both food and nonfood applications. The
process of manufacturing col or pignents could be nmany steps
renoved fromthe process of actually using these products in
food packaging. Therefore, the decision to use the product in
food may not be made until after the pignent has entered
conmer ce.

(Response) For purposes of the interimfinal rule, "food"
has the definition in section 201(f) of the FD&C Act except that
"food contact substances"” as defined at section 409(h)(6) of the
FD&C Act and "pesticides"” as defined at 7 U . S.C. 136(u) are
excluded from"food." Under section 201(f) of the FD&C Act,
"food" means "articles used for food or drink" (section
201(f) (1)) and articles "used for conmponents of any such
article" (section 201(f)(3)). The determi nation of whether a
substance is "food" is not a question of intended use (Nutrilab
v. Schwei ker, 713 F.2d. 335, 337 (7th Gr. 1983); U.S. v. 52

Druns Mapl e Syrup, 110 F.2d 914, 915 (2d G r. 1940); U.S. v.

Techni cal Egg Products, 171 F. Supp. 326, 328 (N.D. Ga. 1959)).

Courts interpreting the "food" definition in the FD&C Act have
held that articles at both ends of the food conti nuumare "food"

for purposes of the FD& Act (U.S. v. O F. Bayer & Co., 188 F.2d

555 (2d. Cir. 1951); U.S. v. Tuente Livestock, 888 F. Supp. 1416

(S.D. Chio, 1995) (live animals for food use are "food" under

the FD&C Act); U.S. v. Technical Egg Products, supra, 171




F. Supp. at 328 (rotten eggs are "food")). Thus, FDA believes
that an itemmy be food even if the food is not yet in the form
in which it will be used for food. FDA will consider a product
as one that will be used for food if any of the persons involved
ininporting or offering the product for inport (e.g.,

submitter, transmtter, manufacturer, grower, shipper, inporter,
owner, or ultinmate consignee) reasonably believes that the
substance i s reasonably expected to be directed to a food use.

| f the substance can be used in some applications that make
t he substance "food" and sonme that do not, the same principles
apply. Wth respect to gelatin and ot her substances that may
exist in multiple grades, including food grade, FDA wi ||
consider an article one that wll be used for food if any of the
persons involved in inporting or offering the product for inport
(e.g., submtter, transmtter, manufacturer, grower, shipper
i mporter, owner, or ultimate consignee) reasonably believes that
t he substance is reasonably expected to be directed to a food
use.

Finally, as set forth previously, the interimfinal rule
excl udes food contact substances fromthe definition of "food."
Thus, when substances to col or food contact substances or their
conponents are inported, they are not subject to prior notice.

However, colors used in such substances are still subject to



regul ati on as food under section 201(f) of the FD&C Act for
pur poses of other provisions of the FD&C Act.

(Interimfinal rule) Inthe interimfinal rule (8§
1.276(b)(5)), “food” has the neaning given in section 201(f) of
the FD&C Act, except for purposes of this rule, it does not
include “food contact substances” as defined in section
409(h)(6) of the act (21 U S.C. 348(h)(6)) or “pesticides” as
defined in 7 U S.C. 136(u). Exanples of food include fruits,
veget abl es, fish (including seafood), dairy products, eggs, raw
agricultural conmmodities for use as food or as conponents of
food, animal feed (including pet food), food and feed
i ngredients, food and feed additives, dietary suppl enents and
dietary ingredients, infant fornula, beverages (including
al cohol i ¢ beverages and bottled water), live food aninals,
bakery goods, snack foods, candy, and canned foods.

7. Gower (8 1.276(b)(6))

Al t hough the statute and proposed rule used the term
grower, the proposed rule did not define the term However, FDA
solicited comments on whether the term“grower” includes a
harvester or collector of wild products, e.g., sone fish and
bot ani cal s.

(Comments) A comrent states that although harvesters or
coll ectors of wild botanicals do not grow botanicals and should

be differentiated fromgrowers for certain purposes, these can



be included in the term"grower" consistent with the
congressional intent in 8§ 307 of the BioterrorismAct to
identify the direct source of the agricultural raw comodity.

(Response and interimfinal rule) FDA agrees. Accordingly,
we have defined "grower"” to nean a person who engages in grow ng
and harvesting or collecting crops (including botanicals),
rai sing animals (including fish, which includes seafood), or
bot h.

8. International Mil (8 1.276(b)(6))

Al t hough the proposed rule applied to food inported or
offered for inport by mail, see, e.g., 68 FR 5436, the proposed
rule did not define "international mail."

(Comments) There were no comments received concerning any
definition of “international mail.”

(Response and interimfinal rule) The interimfinal rule

i nposes slightly different requirenents relating to prior notice

for food arriving by international mail. Thus, FDA determ ned
that a definition of “international mail” would be hel pful. The
interimfinal rule defines “international mail” to nean “foreign

national mail services.” It also expressly excludes express
carriers, express consignnent operators, or other private
delivery services fromthis definition.

9. No Longer In Its Natural State (8 1.276(b)(8))



Section 801(m (1) of the FD&C Act requires that the
identity of the manufacturer be submitted as part of a prior
noti ce. However, the proposed rule did not define
"manuf act urer” or address what constituted the product of a
manuf act urer versus the product of a grower.

(Comrents) Conments rai sed questions concerning when a
manuf acturer nust be identified for an article of food.

(Response) These comments are di scussed under the heading
“What Information Must be in a Prior Notice.” However, as a
result of the comments, we determned that a definition of when
food would be “no longer in its natural state” would be hel pful
to clarify when the identity of a manufacturer versus the
identity of a grower nust be provided in a prior notice.

(Interimfinal rule) The interimfinal rule (8§
1.276(b)(8)), defines the term*“no longer in its natural state”
to nean that an article of food has been nade fromone or nore
i ngredi ents or synthesized, prepared, treated, nodified, or
mani pul ated. Exanples of activities that render food no | onger
inits natural state are cutting, peeling, trinmng, washing,
waxi ng, eviscerating, rendering, cooking, baking, freezing,
cool i ng, pasteurizing, honogenizing, mxing, fornulating,
bottling, mlling, grinding, extracting juice, distilling,
| abel i ng, or packagi ng. However, crops that have been cl eaned

(e.g., dusted, washed), trimed, or cooled attendant to harvest



or collection or treated agai nst pests, waxed, or polished are
still in their natural state for purposes of the prior notice
interimfinal rule. Likew se, whole fish headed, eviscerated,
or frozen attendant to harvest are still in their natural state
for purposes of the prior notice interimfinal rule.

10. Port of Arrival (8 1.276(b)(9)) and Port of Entry (8
1.276(b)(10))

The proposed rule defined “port of entry” as “the water,
air, or land port at which the article of food is inported or
offered for inport into the United States, i.e., the port where
food first arrives in the United States.”

(Comrent s) Many comments suggest harnoni zing with, or
adopting, the CBP definition for “port of entry.” In the opinion
of two conments, the CBP definition is consistent with
congressional intent and the FDA departure fromthe CBP
definition is unsupported. Many of these comments state the two
definitions woul d cause confusion in the inport community and
coul d delay proper prior notice. O her coments suggest changi ng
the FDA definition of “port of entry” to the “port of arrival.”
Anot her comment suggests defining “port of entry” as the
entering point of a country where the nerchandi se is checked by
official authorities. Two coments state that defining “port of

entry” as the port of arrival would change busi ness practices by



essentially stopping the use of CBP "in-transit" (i.e., IT)
entries under bond to inland ports.

(Response) Section 801(m(2)(A of the FD&C Act states
that FDA s inplenmenting regulations nust require that the notice
"be provided by a specified period of tinme in advance of
inmportation of the article involved * * *." The stated purpose
of section 801(m (1) is "enabling [articles of food] to be
i nspected at ports of entry into the United States * * * "
Mor eover, the overall purpose of the BioterrorismAct is "[t]oO
improve the ability of the United States to prevent, prepare
for, and respond to bioterrorismand other public health
energencies.” (Public Law No. 107-188.) The ability to exam ne
or, if necessary, hold a suspect article of food when it first
arrives at a port of entry in the United States, rather than
|ater at the port where CBP will process the entry, wll nost
effectively serve this overall purpose. Thus, to ensure that
there is clarity that prior notice nust be provided in advance
of arrival, we are defining the term"port of arrival" as the
water, air, or land port at which the article of food is
inported or offered for inport into the United States, i.e., the
port where the article of food first arrives in the United
St at es.

In addition, we are adopting the CBP definition of "port of

entry" to allow flexibility when designating where refused



nmer chandi se will be held. The CBP "Port of entry" definition
states:

The terns "port" and "port of entry" refer to any place
desi gnated by Executive order of the President, by order of the
Secretary of the Treasury, or by Act of Congress, at which a
Custons officer is authorized to accept entries of nerchandi se
to collect duties, and to enforce the various provisions of the
Custons and navigation laws. The terns "port" and "port of
entry" incorporate the geographical area under the jurisdiction
of a port director. (The Custonms ports in the Virgin Islands,
al t hough under the jurisdiction of the Secretary of the
Treasury, have their own Custons |laws (48 U S.C. 1406(i)).
These ports, therefore, are outside the Custons territory of the
United States and the ports thereof are not "port of entry"”
wi thin the nmeaning of these regulations) (19 CFR 101.1).

This flexibility will ensure that food that has been
refused may nove to the port of destination where, for exanple
t he consunption or warehouse entry will be filed, unless
directed by CBP or FDA. Generally, we do not intend to hold
shi pnents at the border unless our assessnent of the situation
| eads us to believe it is warranted, e.g., the food may present
a serious risk to public health or that the prior notice
violation is egregious. W intend to inplenent prior notice,

both in terns of determ ning what warrants a refusal in the



first place, and in terns of determ ning which shipnments my
nove to the port of destination, in a risk-based way.

(Comments) OGther comments state rail transportati on would
be especially affected because i nbound trains often are not
required to stop at the U S. border but proceed to inland
term nals.

(Response) As explained later, rail shipnments that have
been refused adm ssion per section 801(m (1) of the FD&C Act are
considered to have the status of general order nerchandise. 1In
many cases, it will be operationally difficult to stop an entire
train because an article of food on it has been refused
adm ssi on because of inadequate prior notice. Under CBP
regul ati on, general order nerchandi se may be stored by the
carrier or as the CBP port director may direct (see 19 CFR
123.10(f)). Moreover, in situations involving shipnments by
rail, FDA and CBP have the discretion to allow the novenent of
the cargo fromthe border crossing to the nearest point where it
can be safely and securely held. W intend, whenever possible,
to examne articles of food arriving by rail at the appropriate
exam nation site closest to the border. However, if the
shi pment m ght pose an inmedi ate danger to public health and
safety, an article of food arriving by train may be held at the

border pending resolution of the situation.



(Interimfinal rule) The interimfinal rule, 8§ 1.276(b)(9)
defines “port of arrival” as “the water, air, or land port at
which the article of food is inported or offered for inport into
the United States, i.e., the port where the article of food
first arrives in the United States,” (8 1.276(b)(9)). This port
may be different fromthe port where consunption or warehouse
entry or FTZ adm ssion docunentation is presented to CBP. The
interimfinal rule (8 1.285(b)(10)) also defines port of entry
as follows:

11. Registration Nunber (8 1.276(b)(11))

Al t hough the term appears in several places in the proposed
rule, the term*“registration nunber” was not defi ned.

(Comrents) No comments addressed the definition or neaning
of “registration nunber.”

(Response) To clarify that the termrefers to registration
of food facilities, the interimfinal rule defines “registration
nunber” as the registration nunber assigned by FDA under section
415 of the FD&C Act and 21 CFR part 1, subpart H, §
1.276(b)(11). Specific comrents addressing when a registration
nunber is required and other aspects of providing registration
nunbers as information submtted in prior notice are addressed
later in this preanble--see “Wiat Information Miust be in a Prior
Not i ce?”.

12. Shipper (§ 1.276(b)(12))



Section 801(m (1) of the FD&C Act requires that the
"shi pper of the article" be provided in a prior notice
subm ssion. The proposed rul e included the shipper as required
information in a prior notice, but did not define the term
"shi pper."

(Comments) FDA received no conments concerning the neaning
of this term

(Response) In the proposed rule, we described the “shipper”
as “the person who arranges for a shipnment to get to its first
destination in the United States * * *. The shipper is usually a
foreign firmthat is |located or maintains an address in the
country fromwhich the article was shipped.” (68 FR 5437).
However, in drafting the interimfinal rule, we have realized
that this description was not witten in a way that was usefu
in identifying the shipper in the case of food inported by
international mail. Accordingly, we have revised the
description of the “shipper” and included it in the definitions
to make it easier to find.

The definition is based on the descripti on of “shipper”
used by CBP in their proposed rule, "Required Advance El ectronic
Presentation of Cargo Information,” published in the Federal
Regi ster on July 23, 2003 (68 FR 43574 at 43577), which is
simlar to, but clearer than, the description we used in the

preanble to the proposed prior notice rule.



(Interimfinal rule) The interimfinal rule (8§
1.276(b)(12)), defines “shipper” as “the owner or exporter of
the article of food who consigns and ships the article froma
foreign country or the person who sends an article of food by
international nmail to the United States.”

13. United States (8 1.267(b)(13))

Al t hough the term appears in several places in section
801(m of the FD&C Act itself, the proposed rule did not contain
a definition of "United States."

(Conments) A comrent seeks clarification whether the prior
notice regul ation applies to food inported into Guam the U S
Virgin Islands, the Northern Mariana |slands, and other U. S.
Territories.

(Response) This coment raises the question of what the
term"United States" neans for purposes of section 801(n) of the
FD&C Act. In construing the prior notice provision of the
BioterrorismAct, FDA is confronted with two questions. First,
has Congress directly spoken to the precise question presented?

(" Chevron step one") (Chevron, US. A, Inc. v. NRDC, Inc., 467

U S 837, 842 (1984)). To find no anbiguity, Congress nust have
clearly manifested its intention with respect to the particul ar

i ssue (Young v. Community Nutrition Institute, 476 U S. 974, 980

(1986)). |If Congress has spoken directly and plainly, the

agency mnust inplenent Congress's unanbi guously expressed intent



(Chevron, 467 U.S. at 842-843). |If, however, the Bioterrorism
Act is silent or anbiguous as to the neaning of "United States,"
FDA may define "United States" in a reasonable fashion ("Chevron
step two"); (Chevron, 467 U. S. at 842-843; FDA v. Brown &

WIlianmson Tobacco Corp., 529 U S. 120, 132 (2000)). The agency

has determ ned that, in enacting section 801(n) of the FD&C Act,

Congress did not speak directly and precisely to the neaning of

"United States."

The FD&C Act does apply to Guam the U S. Virgin Islands,
the Northern Mariana |slands, and other U S. Territories.
Section 201(a)(1l) of the FD&C Act (21 U.S.C. 321 (a)(1l)) defines
the term“State” to nean any State or Territory of the United
States, the District of Colunbia, and the Commonweal th of Puerto
Rico. The term*“Territory” is defined to nean any Territory or
possession of the United States, including the District of
Col umbi a, and excl udi ng the Conmonweal th of Puerto Rico and the
Canal Zone, section 201(a)(2) of the FD&C Act (21 U.S.C
321(a)(2)). However, the ternms “State” and “Territory” are not

used in section 801(m of the FD&C Act.® Instead, section 801(m)

3 The terns "State" and "Territory" are key to the FD&C Act's definition of
"interstate comrerce,” which is, in turn, key to many of the FD&C Act's
general inspection and enforcenment provisions, see, e.g., sections 301, 304,
and 704 (21 U.S.C 331, 334, and 374). However, while articles that "are

i mported or offered for inport into the United States,"” section 801(m (1) of
the FD&C Act, are in "interstate conmerce," see, e.g., US. v. 2,998 Cases *
* * First Phoenix Goup, Ltd, 64 F.3d 984 (5th Cir. 1995), the term
"interstate comrerce" does not appear in section 801(n).




of the FD&C Act deals with "articles inported or offered for
inmport into the United States,"” (section 801(m(1)).

The term"United States" is not defined in the FD& C Act's
general definitions in section 201. Nor is it defined in
section 801(m of the FD&C Act. It is defined for purposes of
section 702(a) of the FD&C Act (21 U.S.C. 372(a)), which
provi des:

In the case of a food packed in the

Commonweal th of Puerto Rico or a Territory

[ FDA] shall attenpt to make inspection of

such food at the first point of entry within

the United States * * *. For the purposes

of this subsection, the term'United States'

nmeans the States and the District of

Col unbi a.
This definition in section 702(b) seens to inply that, in other
places in the FD&C Act, the term"United States” would include
all Territories. However, in section 801(nm) of the FD&C Act,
the term"United States" appears as part of the phrase "for
pur poses of enabling inspection of such [food] articles at the

ports of entry into the United States"” (enphasis added). As

defined by CBP, "port of entry" neans ports within the part of
the United States that has been denom nated as the "Custons

territory of the United States.” (19 CFR 101.1 and 101. 3).



Not ably, though, the Territories are not considered part of the
Custons territory of the United States. CBP defines "Custons
territory of the United States" to "include[] only the States,
the District of Colunbia, and Puerto Rico."” (19 CFR 101.1).

Because of this reference to "the ports of entry into the
United States,” FDA has concluded that the term"United States"
is best interpreted in section 801(m of the FD&C Act to be the
Custons territory of the United States and include only the 50
States, the District of Colunbia, and Puerto Rico, but not the
U.S. Territories and possessions. Defining the “United States”
to be the Custons territory of the United States will nmaxim ze
FDA's ability to coordinate prior notice with the CBP entry
process, as CBP entry is made for articles fromthe Territories
when they arrive in the Custons territory of the United States.
Thus, section 801(m of the FD&C Act does not apply to articles
of food inported or offered for inport into Guam the U S
Virgin Islands, the Northern Mariana |Islands, and other U S.
Territories; section 801(m does apply, however, when articles
of food are inported or offered for inport fromthe Territories
into the United States as defined by § 1.276(b)(11) of the
interimfinal rule.

(Interimfinal rule) The interimfinal rule (8
1.276(b)(13)), defines "United States"” to nean the Custons

territory of the United States, i.e., the 50 States, the



District of Colunbia, and the Conmmonweal th of Puerto Rico, but
not any other part of the United States.
14. You (§ 1.276(b)(14))

The proposed rul e defined “you,” based on who was
aut horized to submt prior notice, as “the purchaser or inporter
of an article of food who resides or nmaintains a place of
business in the United States, or an agent who resides or
mai ntai ns a place of business in the United States acting on the
behal f of the U S. purchaser or inporter or the arriving carrier
* * *” or, if known, the in-bond carrier.

(Comrents) No comments were received concerning the

definition of “you. However, conments were received about who
may submit prior notice.

(Response) Discussion of those comments and our responses
are found in the section “Wio is Authorized to Submt Prior
Noti ce?” FDA decided, based on revisions to who may submit

prior notice, to revise the definition of “you.” The interim

final rule clarifies that "you" nmeans the persons (i.e.,

i ndividuals and firnms) submtting or transmtting the prior
notice. The submtter is responsible for the prior notice. The
persons who send the prior notice are transmtters. |If the

subm tter sends the prior notice, he or she is both the
submtter and transmtter. FDA notes that all nessages sent via

the FDA PN SystemlInterface will be sent to the transmtter. |If



prior notice is submtted via ABI/ACS, all nmessaging goes to the
custons broker or self-filer via ABI/ACS.

(Interimfinal rule) The interimfinal rule (8
1.276(b)(14)), defines “you” as the person submtting the prior
notice (the “submtter”) or the person transmtting prior notice
i nformation on behalf of the submtter (the "transmtter").

13. Sunmary of the InterimFinal Rule
The interimfinal rule defines the follow ng terns:
The act;
Cal endar day;
Country fromwhich the article originates;
Country fromwhich the article is shipped,
FDA Country of Production;
Food;
G ower;
| nt ernati onal mail
No Longer in Its Natural State;
Port of arrival;
Port of entry;
Regi strati on Nunber;
Shi pper;
United States; and

You.



D. “What is the Scope of This Subpart?” (Section 1.277 Proposed

as § 1.276)

FDA proposed that the prior notice requirenents apply to
food for humans and other animals that is inported or offered
for inport into the United States. The proposed rule specified
that this included food that is inported or offered for inport
into U S. FTZs, for consunption, storage, inmediate export from
the port of entry, transshipment through the United States to
anot her country, or inport for export. The proposed rule said
that prior notice did not apply to food carried by an individual
in that individual’s personal baggage for that individual’s
personal use, meat food products, poultry products, and egg
products that are subject to the exclusive jurisdiction of USDA

(Conments) Sonme comments state that the prior notice
requi renents should not apply to food that is brought across the
U.S. border but not for consunption in the United States. In
particular, the comments focus on food exported fromthe port of
arrival, food inported for transshi pnent and export from anot her
port, and food inported for further processing and export. The
comments argue that Congress did not envision that the prior
notice requirenents would cause inporters to give notice of food
not for consunption within the United States and that notice of
such food woul d not give FDA any useful or actionable

informati on. One comment states that the Bioterrori sm Act



repeatedly refers to “offered for inport into the United States”
and concl udes, based on this phrase, that prior notice should
apply only to food for consunption by the citizens of the United
States. One comment points to statutory | anguage that

stipulates "for human and ani mal consunption.” Based on this

| anguage, the conmment argues that FDA would exceed its statutory
authority by requiring prior notice for shipnments not intended
for consunption within the United States. Anot her comment
states that prior notice should not apply to food of U S

origin, especially if it was sinply transshi pped through anot her
country then "re-inported” into the United States.

(Response) These conments on scope raise the question of
what Congress intended the phrase "inported or offered for
import into the United States"” to nean for purposes of section
801(m of the FD&C Act. In construing the prior notice
provision of the BioterrorismAct, FDA is confronted with two

guestions. First, has Congress directly spoken to the precise

guestion presented? (" Chevron step one"). (Chevron, U S A,

Inc. v. NRDC, Inc., 467 U S. 837, 842 (1984)). To find no

anbi guity, Congress nust have clearly manifested its intention
with respect to the particular issue (Young v. Community

Nutrition Institute, 476 U S. 974, 980 (1986)). |If Congress has

spoken directly and plainly, the agency nust inplenment

Congress' s unanbi guously expressed intent (Chevron, 467 U S. at



842-843). If, however, the BioterrorismAct is silent or

anbi guous as to the nmeaning of "inported or offered for inport
into the United States,” FDA nmay interpret the phrase in a
reasonabl e fashion ("Chevron step two"); (Chevron, 467 U S. at

842-843; FDA v. Brown & WIIlianson Tobacco Corp., 529 U S. 120,

132 (2000)).

The agency has determ ned that, in enacting section 801(n
of the FD&C Act, Congress did not speak directly and precisely
to the neaning of "inported or offered for inport into the
United States.” For the reasons in the foll ow ng paragraphs,
FDA has determ ned that, for purposes of section 801(nm of the
FD&C Act, the phrase "inported or offered for inport into the
United States" can reasonably be interpreted to apply to
articles that are brought into the United States for consunption
in the United States, for transshi pnment through the United
States and export to another country, for further processing in
the United States and export, and articles of U S origin that
are "re-inported” back into the United States. We have al so
determ ned that the phrase "inported or offered for inport into
the United States" can reasonably be interpreted to excl ude
articles that are brought to the United States for the purpose
of being exported w thout ever |eaving the port of arrival until

export.



Neither the BioterrorismAct nor the FD&C Act defines this
phrase. Mreover, courts that have considered the neani ng of
"inport" or simlar terns in other statutes have not al ways
arrived at the sanme conclusions: Sonetinmes "inport" neans
sinply to bring in, but other tines "inport" nmeans to bring in

with the intent to unlade or enter (Procter & Ganble

Manuf acturing Co. v. US., 19 C C P. A 415, 422 (C.C. P.A 1932)

(to inmport "may nean to bring goods within the jurisdictiona
[imts of the country * * *; or it may nean the time when it is
wi t hdrawn fromthe warehouse and enters the comrerce of the

country"); conpare, e.g., Canton R Co. v. Rogan, 340 U. S. 511,

514-15 (1951) ("to inport neans to bring into the country");

Brown v. Maryland, 25 U S. 419, 426, 437-38 (1827) ("What, then,

are '"inports'? The lexicon inforns us, they are 'things
inported.” If we appeal to usage for the nmeaning of the word,
we shall receive the sane answer. They are the articles

t hensel ves which are brought into the country.”) with United

States v. Watches, Watch Parts, Calculators & Msc. Parts, 692

F. Supp. 1317, 1321 (S.D. Fla. 1988); United States v.

Commodities Export Co., 14 CI.T. 166, 169-70 (Ct. Int'l Trade

1990) ("once goods are within the jurisdictional limts of the
United States with the intent to discharge, they are inports

under this definition"); United States v. Boshell, 14 U S. Cust.

App. 273, 275-77 (Ct. Cust. App. 1922) ("The common ordi nary



nmeani ng of the word 'inport' is to bring in. Inported

mer chandi se i s nerchandi se that has been brought within the
limts of a port of entry froma foreign country with intention
to unl ade, and the word '"inportation' as used in tariff
statutes, unless otherwise limted, neans nerchandi se to which
that condition or status has attached")).

In considering what is a reasonable interpretation, we
consi dered the | anguage and purpose of section 801(m of the
FD&C Act, as well as the other provisions of the Bioterrorism
Act and section 801 of the FD&C Act. Section 801(nm) (1) of the
FD&C Act states, “In the case of an article of food that is
being inported or offered for inport into the United States, the
Secretary * * * shall by regulation require * * * the subm ssion
to the Secretary of a notice * * *. 7 FDA notes that Congress
did not explicitly limt this provision to articles of food that
are intended for consunption in the United States. However, such
l[imting | anguage does appear in section 415 of the FD&C Act,
which requires certain food facilities to register with the
agency. This shows that when Congress crafted the Bioterrorism
Act, it knew how to inpose the |imtation sought by the
comments. But neither section 801(n) of the FD&C Act nor its
| egislative history contains | anguage suggesting this

limtation.



The purpose of the BioterrorismAct is "to inprove the
ability of the United States to prevent, prepare for, and
respond to bioterrorismand other public health energencies.”
The prior notice provision furthers this goal by enhancing the
agency's ability to inspect inported food upon arrival in the
United States. Excluding fromprior notice food that is brought
into the United States for transshipnment or further processing,
rat her than consunption, would run counter to the purpose of the
BioterrorismAct. Articles entered at the port or arrival
under T&E entries with the stated intent to transship and export
may be diverted for consunption in the United States and thus
remai n here rather than | eave from another port. Some of this
diversion is legitimte; under CBP regulations, inporters may
change their mnds and file a superseding consunption entry. 1In
addi tion, unscrupul ous inporters may file a T&E entry instead of
a consunption entry to avoid payi ng duties on foods for
consunption in the United States. Unscrupul ous inporters may
also file a T&E entry instead of a consunption entry to try to
avoi d FDA review of their nmerchandi se: generally, FDA does not
recei ve any notice of these kinds of entries from CBP because
these entries are not filed though ABI/ACS.

If we were to interpret “inported or offered for inport” to
exclude those entries, we could be creating a significant

potential gap in section 801(n) of the FD&C Act's coverage. An



importer could sinply bring in an article of food under a T&E
entry without giving prior notice and then, as all owed by CBP
regul ations, file a consunption or other entry. Thus, this
exclusion woul d create a | oophole that could be exploited by
t hose who want to avoid giving prior notice, even for articles
of food that are for consunption in the United States. G ven
the stated purposes of the Bioterrorism Act and of section
801(m of the FD&C Act, FDA has concluded that it is reasonable
to interpret "inported or offered for inport into the United
States” to include articles of food entered for transshi pnment
and exportation.

Section 801(a) of the FD&C Act sets out the basic
adm ssibility procedure and standards for foods, drugs, devices,
and cosnetics, "which are being inported or offered for inport
into the United States.”" As with section 801(n) of the FD&C
Act, nothing in section 801(a) limts its requirenents just to
articles that are intended for consunption in the United States.
| ndeed, section 801(d)(3) of the FD&C Act exenpts from section
801(a)’s admissibility standards certain drugs, devices, food
additives, color additives, and dietary supplenents if these
itens are intended at the tinme of “inportation” for further
processing or incorporation into a product that wll be
exported. This exenption is only necessary if the phrase

“inmported or offered for inport” in section 801(a) includes the



bringing into the country of some types of goods that are for
processing but not consunption in the United States. Thus, in
the context of section 801(a) of the FD&C Act, "inported or
offered for inport into the United States" applies to nore than
food intended for consunption in the United States. Finally,
section 801(d) (1) of the FD&C Act, which limts the

ci rcunst ances under which U S. -nmade drugs can be inported back
into the United States, makes it clear that the phrase “inported
or offered for inport” in section 801(a) applies to itens nade
in the United States, exported, and then “re-inported.”

In light of the text of section 801(m of the FD&C Act, its
pur pose, and these other provisions in section 801, we believe
it is reasonable that this interimfinal rule applies to food
that is brought into the United States for "consunption”
(tmediate or otherwise) in the United States, for transshi pnent
through the United States and export, or for further processing
in the United States and export (often referred to as “inport
for export”), and to food that is "re-inported.” |In addition,
FDA has concluded in this interimfinal rule that there are
conpel ling policy reasons for adopting this reasonable
definition of “inported,” “offered for inport,” and
“Inportation.”

However, when it comes to articles that are inported then

exported directly fromtheir port of arrival, we have concl uded



that it is reasonable to interpret the term"inported or offered
for inmport” to exclude themfromthe prior notice requirenents.

Food that is brought to a U S. port but is then directly
exported fromthat port of arrival is entered under a CBP I E
entry and subject to the limtations of an | E bond. In essence,
this food may not | eave the port of arrival until export. These
inports are thus subject to alnost identical restrictions as
food that is refused under section 801(m (1) of the FD&C Act —-
foods that are inported under an |E entry may not | eave the port
of arrival unless exported. G ven that controls al ready exi st
to ensure that these articles are not released fromthe port of
arrival, FDA believes that it is reasonable to interpret 801(m
as excluding these inports fromsection 801(m of the FD&C Act's
prior notice requirenents.

(Comrents) One comrent asks that other products covered by
USDA prograns (such as products included in "CFR(@7)") be
exenpt fromprior notice in the sane manner as foods under the
exclusive jurisdiction of USDA

(Response) The comrent did not provide nore detai
concerning what programis referred to by "CFR(@7)." As set
out in section 801(m(b)(3)(B) of the FD&C Act, the interim
final rule provides that neat food products, poultry products,
and egg products that are subject to the exclusive jurisdiction

of the USDA under 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 |nspection Act (21 U.S. C. 1031 et
seq.) are not subject to FDA's prior notice requirenments. Wth
regard to ot her USDA prograns, section 315 of the Bioterrorism
Act states that no part of Title Ill should be construed to
alter the jurisdiction between USDA and FDA. Notably, under
current practice, FDA may have jurisdiction over an inported
food under the FD&C Act and USDA may have jurisdiction over an

i nported food under one or nore statutes that it adm nisters, or
the two agencies nmay have joint jurisdiction over an inported
food. Under its section 315, the Bioterrorism Act does not
change this structure. Accordingly, only inported food that is
regul ated exclusively by USDA is exenpt from prior notice.

In addition, we believe that the statute requires prior
notice to be submtted to FDA. As described el sewhere in
greater detail, we are working with CBP to nodify our exiting
ABI / ACS and OASI S systens to permt additional data sharing to
satisfy prior notice. Although it is theoretically possible for
FDA to obtain information from agencies other than CBP, the
stringent tinmeframes for issuing this interimfinal rule do not
provi de FDA adequate tine to reconcile the different information
required or to work with the other agencies to have them anend
their existing requirenents to capture all the information FDA

needs. Merely obtaining existing information about the food from



ot her agencies woul d not guarantee that FDA has the information
required by section 801(m of the FD&C Act's prior notice

requi renents because there is wide variation in the purposes and
i nformati on required by other governnment prograns. W woul d al so
need to work with other agencies to ensure the confidentiality
of nonpublic prior notice information under rel evant infornmation
di sclosure laws, e.g., 21 CFR 20.85 (Federal), 20.88 (State),
and 20.89 (foreign). Because a purpose of providing prior notice
to FDA is to assist FDA in responding to bioterrorismincidents
or other food-related energencies, FDA nust have the required
information readily accessible. If FDA has to coordinate with

ot her agencies or governments to obtain fromthemthe

i nformati on necessary to respond to such an energency, FDA may
be prevented fromresponding to the enmergency in atinely
manner .

FDA notes that it is dedicated to increasing infornmation-
sharing capabilities with other agencies even after this interim
rule is in effect, and we will continue to work with other
governnent agencies to further streamine the prior notice
process, consistent with our statutory obligations.

(Comments) Several comrents suggest that exclusion for
baggage i n the proposed rul e should be broadened in the final
rule to include all food in baggage, even food that is not for

the traveler’s personal use. For exanple, one comment reasons



that sanples carried in the baggage of conpany representatives
(or sent unacconpani ed) generally do not enter commrercial trade.

(Response) FDA di sagrees. Except as already provided for,
section 801(nm of the FD&C Act does not authorize an excl usion
fromprior notice for all food inported or offered for inport
into the United States in baggage. 1In the preanble to the
proposed rule, we explained that the information that section
801(m (1) of the FD&C Act requires in a prior notice, in
conjunction with the purpose of the provision, denonstrates that
Congress did not intend prior notice to apply to food that
travelers bring into the United States in their personal baggage
for personal use (i.e., consunption by thenselves, famly or
friends, not for sale or other distribution). W reasoned that
when travelers bring food back fromtheir travels in their
personal baggage for their own use, we do not believe that
Congress intended for us to characterize such travel ers as
“shi ppers” for purposes of section 801(nm of the FD&C Act.

When food is not being carried by or otherw se acconpanyi ng
an individual for his or her personal use, there is a "shipper"-
-the person or entity on whose behalf the traveler is bringing
in the food. Thus, by its ternms, section 801(m of the FD&C Act
requires that food carried by or otherw se acconpanying an
i ndividual arriving in the United States that is not for

personal use be subject to prior notice. |In addition, were we



to adopt such an exenption, it would create a potentially
significant | oophole, which could defeat the purpose of prior
notice. For exanple, travelers comng fromlLatin Anmerica
sonetinmes carry |ocal soft cheeses for sale in the United States
(Ref. 16). 1In fact, these travelers often are not staying in
the United States for any period of tinme, but are nerely
transporting cheese to sell in the United States in their
| uggage or baggage. These cheeses have been tested by FDA and
found positive for listeria, salnonella, and ot her pathogens
associated with raw m Ik and insanitary conditions. Consunption
of such contam nated cheese has been associated with illnesses
and deaths. Another exanple is travelers arriving by autonobile
who carry cases of shellfish from unapproved foreign grow ng
| ocations. These shellfish may be contam nated with a variety
of illness-causing pathogens including vibrio chol erae or
Norwal k virus. These shellfish are often not destined for
personal consunption but for sale directly to the public or for
consunption by the public at restaurants. Finally, trade
sanples are inported or offered for inport to generate sales,
which is a commercial, not personal, use. Thus, there is a
“shi pper” when these sanples are brought to the United States.
FDA notes that it is changing the proposed rule by renoving
the term “baggage” and referring instead to food carried by or

ot herwi se acconpanying an individual. This change clarifies



that the exclusion applies to food that m ght not be regarded as
“baggage” but, nonethel ess, acconpanies the traveler. For
exanple, food in the trunk of a car is not in baggage, but it
acconpani es the driver and any passengers.
(Comments) Comments ask that any food inported for personal
use which arrives in the country by common carrier (e.g.
express carrier, truck, plane) should be treated the sane as
food inported for personal use and carried with a traveler.
(Response) FDA di sagrees. Section 801(m of the FD&C Act
does not authorize a broad exclusion fromprior notice for al
food inported or offered for inport for personal use. 1In the
preanble to the proposed rule, we explained that the information
that section 801(m (1) of the FD&C Act requires in a prior
notice, in conjunction with the purpose of the provision,
denonstrates that Congress did not intend prior notice to apply
to food that travelers bring into the United States in their
per sonal baggage for personal use (i.e., consunption by
t hensel ves, famly or friends, not for sale or other
di stribution). W reasoned that when travelers bring food back
fromtheir travels in their personal baggage for their own use,
we do not believe that Congress intended to characterize such
travel ers as "shippers” for purposes of section 801(n) of the
FD&C Act. However, when food is shipped by an individual or

busi ness in another country to a consunmer in the United States



for his or her personal use (or otherwi se), there is a “shipper”
as that termis used in section 801(m (1) of the FD&C Act and
defined in 8 1.276(b)(10). Accordingly, there is no basis in
section 801(nm of the FD&C Act for concluding that Congress did
not intend prior notice to apply to articles sent (as opposed to
carried) to the United States for the recipients' personal use.

(Comments) One comment asked that FDA address the issue of
noncomrercial famly food shipnments and to add these to the |ist
of exenptions fromprior notice. Another comment stated that a
food shi pment consisting of one noncommerci al shipper sending
food to another noncommercial recipient (e.g., a friend abroad
shi ppi ng cookies to a friend in the United States) should be
outside the scope of the prior notice requirenent.

(Response) FDA agrees in part and we have added a provision
t hat excludes personal gifts of honmemade food from prior notice.
Al t hough we believe that this food is inported into the United
States, the information that 8 801(m (1) of the FD&C Act
requires in a prior notice, in conjunction with the purpose of
t he provision, denonstrates that Congress did not intend prior
notice to apply to honenade food sent as a personal gift by the
maker to a recipient in the United States. In particular, under
8§ 801(mM (1) of the FD&C Act, a prior notice nust contain the
identity of the manufacturer of the food. Wen an i ndividual

makes a food in their home as a gift for a relative or friend,



we do not believe that Congress intended for us to characterize
such cooks as "manufacturers" for purposes of 8 801(m of the
FD&C Act .

(Comments) Several conmments suggest that the final rule
shoul d not apply to foods that arrive by international nail or
express carriers.

(Response) FDA di sagrees. Except for the excl usions
al ready described for food for personal use that is carried by
or otherw se acconpanying a traveler and honemade gifts, section
801(m of the FD&C Act applies to food regardl ess of the method
of inportation. Thus, foods that arrive by international nai
and by express carriers (e.g., Federal Express, United Parce
Service, etc.) are subject to section 801(m's prior notice
requi renents. |Indeed, FDA notes that foods, drugs, devices, and
cosnetics that arrive by mail or express carriers are currently
subject to adm ssibility determ nations under section 801(a) of
the FD&C Act, which al so uses the phrase “inported or offered
for inmport.” Finally, were we to adopt such an exenption, it
woul d create a potentially significant |oophole, which could
def eat the purpose of prior notice. Those who did not want to
or could not conply with prior notice requirenments would be able
to bring articles of food in by mail or express carrier. Wile
this m ght not be practical for all kinds of foods, nany foods

are regularly inported by mail or express carrier, e.g., dietary



suppl ements and specialty foods ordered by U S. consuners from
foreign firns. For exanple, one commenter states its conpany
provi des, through Internet sales, special dietary foods and
fresh baked foods that are shipped via express carriers directly
to consuners at the rate of around 1,000 hone deliveries per
week.

(Comments) Several comrents suggest that the final rule
shoul d not apply to various kinds of sanples, including trade
and market research sanples (i.e., sanples sent or carried in
for the purpose of selling products or conducting market
research), trade show sanples, sanples for testing for
nutritional, safety, quality control, or quality assurance
reasons, and sanples for basic research. These comments reason
t hat sanples used for marketing are not intended for retai
consunption and generally do not enter commercial trade and,

t hus, are not intended for use as food. |In the case of sanples
for testing, conments reason that these sanples are for the

i ndividual’s specific and |inmted personal use and not for
further distribution to others and should be exenpted as sanpl es
are under federal poultry and neat inspection regul ations.

(Response) FDA agrees in part. If the sanples are itens
that are in such early stages of research and devel opnent that
t hey cannot yet be considered food under 8 1.276(b)(5) of the

interimfinal rule, they would not be subject to prior notice



requi renents. An exanple of such an itemis a substance being
tested for possible preservative qualities before being tested
in any food. However, sanples of food, including those for test
mar keting, are clearly subject to prior notice as they are
"articles of food inported or offered for inport"” as stated in
section 801(nm of the FD&C act. For exanple, in the sunmmer of
2003, FDA received a report froma poison control center in
country T concerning the acute poisoning of 9 nen (one died)
fromingestion of an herbal fernmented wine. Synptons occurred
within mnutes. Reports indicated that this product may have
been exported to the United States in small quantities for test
marketing in restaurants. This underscores the inportance of
FDA receiving prior notice of all food inported or offered for
i mport.

(Comrents) One comment suggests that food for research and
devel opnment purposes sent directly to facilities that are
regi stered under section 415 of the FD&C Act shoul d be exenpt.

(Response) If the itemis indeed food under this subpart
and it is not otherw se excluded under 8§ 1.277(b), prior notice
is required. There is no basis in the statute for an exenption
based on the fact that an article of food is being sent to
registered facilities.

(Comments) Comments ask that articles of food that are of

de minims value (i.e., less than $200) be exenpt from prior



notice. The comments argue that such small shipnments for
personal use could hardly qualify as a risk to the donestic food
supply. They al so point out that enforcing prior notice on such
articles would be difficult and burdensome to FDA. In addition,
they state that prior notice for these itens would be a burden
on consuners as they usually do not have an agent in the United
States to represent them

(Response) FDA notes that it has renoved the restrictions
on who can submt prior notice. Thus, foreign sellers or
shi ppers can file prior notices for these kinds of shipnents
under the interimfinal rule. Lowvalue food itens are clearly
subject to the terns of section 801(m of the FD&C Act as they
are "articles of food inported or offered for inport" as stated
in section 801(m. Moreover, we do not agree that |ow val ue
shi pnments are always inported for personal use or would present
only de minims risks, such that an exenption can be justified
under the de mnims doctrine. First, a lowvalue is not
necessarily a good indication that the article is for persona
use. Many food itens (e.g., produce) can have a | ow invoice
val ue at inportation, especially if the shipnent is not |arge.
Mor eover, in our experience, many specialty, gournet, ethnic,
and exotic foods are often inported for conmmercial purposes in
very small amounts. Thus, a shipnment of bottled cooking oil or

a beverage contamnated with toxic chem cals may be represented



as | owvalue or | owvolune but could have a wi de, and very
negative, public health inpact. In addition, we note that

m sdecl aration of value of articles of food at entry can be a
problem Finally, any burden such an exenption mght relieve
woul d likely be offset by the burden of adm nistering it.

(Comrents) Comments ask for an exenption for food inported
into the United States for sale in duty free stores.

(Response) FDA disagrees. Unless the food is inported and
exported wthout |eaving the port of arrival until export, as
set out in § 1.277(b)(2), there is no basis in section 801(n of
the FD&C Act for such an exenption.

(Comrents) Some comments recommend that prior notice be
wai ved for foods in situations that they characterize as “| ow
risk.” These situations were identified in the comments as any
one of the follow ng:

exported from U. S. -owned forei gn conpani es;

transferred between conmonly owned facilities (intra-conpany
transfers);

subject to high quality control standards and/or produced in
hi ghl y-regul at ed busi nesses;

shi pped under seal or in bond;

entered as hi gh-volune, repetitive shipnents;

processed through CBP' s Border Rel ease Advanced Selectivity

Screeni ng (BRASS); and



associated with a program of assessnent of |ow risk, such as

t he Custons- Trade Partnership Against Terrorism (C-TPAT); Free

and Secure Trade program (FAST); or food safety and security

prograns of foreign governnent regulatory authorities.

(Response) FDA di sagrees. As explained previously, section
801(m of the FD&C Act applies to all food inported or offered
for inport into the United States except as outlined in §
1.277(b). Nothing in section 801(n) of the FD&C Act authori zes
an exenption for articles of food that are “low risk” or covered
by progranms of other agencies, such as CBP or foreign governnent
regul atory authorities.
Summary of the Interim Final Rule
Section 1.277(a) provides that the interimfinal rule

applies to food for humans and other aninmals that is inported or
offered for inport into the United States. This covers food for
use, storage, or distribution in the United States, including
food for gifts, trade and quality assurance/quality contro
sanpl es, food for transshipnment through the United States to
anot her country, food for future export, and food for use in a
US FTZ  Section 1.277(b) sets out the exclusions fromprior
notice. It excludes food carried by or otherw se acconmpanyi ng
an individual arriving in the United States for that
i ndi vi dual’s personal use (i.e., consunption by the individual

or his or her famly or friends, not for sale or other



distribution); food that was made by an individual in his or her
personal residence and sent by that individual as a personal
gift (i.e., for nonbusiness reasons); food that is inported then
exported without |eaving the port of arrival until export; and
meat food products, poultry products, and egg products subject
to the exclusive jurisdiction of USDA under the Federal Meat

| nspection Act (21 U.S.C. 601 et seq.), the Poultry Products

| nspection Act (21 U.S.C. 451 et seq.), or the Egg Products

| nspection Act (21 U S.C. 1031 et seq.).

E. “Who is Authorized to Submt Prior Notice?” (Section 1.278

Proposed as § 1.285)

The proposed rule (8§ 1.285) provided that a purchaser or
inmporter of an article of food who resides or maintains a place
of business in the United States or an agent thereof was
authorized to submt prior notice. FDA noted that a
broker/filer would be authorized to be a submtter if it was the
U S. agent of the U S. inporter or U S. purchaser.

FDA further proposed that if the article of food is
i mported for in-bond novenent through the United States for
export, the prior notice nust be submtted by the arriving
carrier or, if known, the carrier making the in-bond entry.

(Comments) Many comments object to the limtation that only
a person who resides or naintains a place of business in the

United States can submt the prior notice. Some conments state



that foreign-based conpanies that sell food directly to U. S.

i ndi viduals for their own use, including conpanies that sell via
the Internet, cannot expect their individual custoners to submt
prior notice. In addition, comments point out that, under sone
circunstances, the U S. inporter or purchaser or carrier would
not have all the information required by prior notice, but that
other entities, e.g., the foreign manufacturer/processor,

shi pper, or exporter, would have the required information. Many
comments state that entities other than U S. firnms or carriers
shoul d be allowed to submt prior notice.

(Response) FDA agrees and has renoved this restriction on
who can submt prior notice. Accordingly, 8§ 1.278 of the
interimfinal rule provides that any person with know edge of
the required information may submt prior notice to FDA. Thus,
any person nmay now take responsibility for submtting prior
notice for a particular article of food, as |long as that person
can provide all the required information. This person is
referred to as the submtter in the interimfinal rule. The
interimfinal rule also states that the submtter may use
anot her person to transmt the required information to FDA. For
ease of reference, the person who transmts the prior notice is
referred to as the transmtter in the interimfinal rule. |If
the submitter submts and transmts the prior notice, he or she

is both the submtter and the transmtter. FDA notes that al



reply nmessages sent by the FDA PN System Interface will be sent
to the transmtter. |If prior notice is submtted via ABI/ACS
all reply nmessaging goes to the custons broker or self-filer.
FDA has al so revised the definition of "you" accordingly.
(Comments) Conmments from custons brokers noted that,
al t hough they are responsible for tinmely subm ssion of al
docunentation required for inport entry, they are not
responsi bl e for verifying the accuracy of information provided
to themfromtheir custonmer. Coments ask FDA to clarify in the
final rule that the custons broker is nerely an agent for the
filing of information obtained fromthe inporter and is not
responsi bl e for either the adequacy or accuracy of the data
submtted. Comments assert that the responsibility of the
custons broker is to accurately subnmt the information provided
by his or her client in correct formand in a tinely manner.
(Response) The submitter of prior notice information,
regardl ess of the nethod of or person transmtting the
information, is responsible for the accuracy of that
information. If the transmitter is not the submtter, we expect
the transmtter, whether he or she is a licensed custons broker
or other kind of agent, to exercise diligence and care to
transmt the information provided by the submtter accurately.
(Interimfinal rule) Proposed 8§ 1.285 has been changed in

the interimfinal rule to § 1.278, “Wio is authorized to submt



prior notice?” The interimfinal rule states that any person
wi th knowl edge of the required information may submt prior
notice. This person is the submtter. The submtter may al so
use anot her person to transmt the required information on his
or her behalf. The person who transmts the information to FDA
is the transmtter. The submtter and the transmtter may be
the sane person. The interimfinal rule also defines "you" to
nmean the submitter or transmtter (8§ 1.276(b)(12)).

F. “When Must Prior Notice Be Submtted to FDA?” (Section 1.279

Proposed as § 1.286)

FDA proposed that the prior notice nust be submtted to FDA
no | ater than 12 noon of the cal endar day before the day the
article of food will arrive at the border crossing in the port
of entry. As described in the proposal, this was based on
FDA' s assessnent of what tine was needed to neet its statutory
mandat e of receiving, review ng, and responding to prior notice.

(Comrents) Generally, the comments recommend that FDA adopt
a shorter, rolling prior notice subm ssion tinefrane to reduce
the burden of the prior notice requirenment on the snooth fl ow of
commerce. Many comments recomend a specific timefrane for
subm ssion of prior notice. These reconmendations ranged from
subm ssi on of an annual report for repetitive shipnents, to
subm ssion of the notice at the tinme of distribution of the food

after it arrives in the United States.



Many conments reconmend that the prior notice subm ssion
timeframe be linked to a node of transportation or type of port
of entry, and others recomend that it be linked to the type of
food. Many comments reconmend a specific tinmeframe and
associated that tinmeframe with either a node of
transportation/type of port or with a type of food or both.
Comrents reconmend that prior notice be submtted 8 hours before
arrival; some associate the 8 hours tinmefrane with a water node
of arrival only, while others associate the 8 hours tinefrane
wi t h nonperi shabl e foods. Many conments recommend that prior
noti ce be submtted 4 hours before arrival; sone associating the
4 hours timeframe with land and air nodes of arrival only and
sonme associating the 4 hours tineframe with perishable foods
(produce and seafood) and |ive animals only.

(Response) FDA agrees that the time for subm ssion of prior
notice should be a rolling timeframe. FDA has deternined that
the time can be shortened to reduce the effect on the snooth
flow of trade while still providing FDA with sufficient tinme to
receive, review, and respond to the information. FDA also
agrees that tinefranmes should be different for different nodes
of transport. As such, FDA has revised the rule to require that
the timng of subm ssion will be no nore than 5 days (except in
the case of international mail) and that the prior notice

subm ssion be confirnmed by FDA for review no |less than 2 hours



before arriving at the port of arrival by land via road, no | ess
than 4 hours before arriving at the port of arrival by air and
land via rail, and no | ess than 8 hours before arriving at the
port of arrival by water.

When food carried by or otherw se acconpanyi ng an
indi vidual is subject to this rule, the tinefrane associated
with the manner of the individual’s arrival applies. [If the
i ndi vidual and article of food are arriving by |land via road,

the prior notice nust be submtted and confirnmed at |east 2

hours before arrival. If the individual and article of food are
arriving by air or by land via rail, the prior notice nust be
subm tted and confirned at | east 4 hours before arrival. If the

i ndi vidual and article of food are arriving by water, the prior
noti ce nmust be submitted and confirmed at | east 8 hours before
arrival.

Two maj or agreenents between CBP and FDA allow FDA to
reduce significantly the tinme necessary to receive, review, and
respond to prior notice information. First, FDA and CBP have
agreed to comm ssion or use CBP staff to perform exam nations
for FDA when FDA is not present at the port of arrival. Since
CBP staff generally will be avail able where FDA is not, this
means that FDA no | onger needs |lead-tine to travel significant
di stances to conduct inspections. In addition, CBP agreed to

nodi fy ABI/ACS to receive, transmt, and comunicate prior



notice information el ectronically between CBP and FDA for nost
entries of inported foods by the statutory deadline in the

Bi oterrorism Act of Decenber 12, 2003. CBP' s assistance with
prior notice neans that FDA needs far less tinme to respond to
prior notices.

In considering howto nodify the tinmefranmes, FDA concl uded
that setting them by node of transportation would be the best
approach. Mdde of transportation is clear and easy to apply and
adm nister, so there is likely to be little confusion about what
timefranmes apply. If we were to set tinefranmes based on type of
food, e.g., perishable versus nonperishable, we would have to
devel op and i npl enent a system for determ ning which articles of
food were which. 1In addition, different articles of food in the
same conveyance woul d be subject to different prior notice
ti meframes, which would subject all itens in the conveyance to
the longest tinmeframe and add an additional |ayer of conplexity
that coul d cause confusion and del ays at the border. Moreover,
many conments reconmended node of transportation, which suggests
t hat many stakehol ders, including industry, believe such a
systemis workabl e.

In determning the actual tinmefranmes for subm ssion of
prior notice for each node of transportation, FDA considered the
need to provide sufficient time for the agency to review and

respond to the information submtted, as well as the current



ability of the food industry to provide the information required
within the stated tinmeframe given the differences in lead tine
before arrival anong different nodes of transportation. W
determned that information for shipnents whose transport tine
is nmeasured in days or weeks (e.g., ocean shipnents) is
avai l abl e further in advance of arrival than shipnents whose
transport time is neasured in hours (e.g., land and air

shi pments.) Staggered prior notice subm ssion tinmefranes wll
allow FDA reviewers to direct additional resources to shipnents
with short transport tinmes and to defer review of shipnments with
| onger transport tinmes. Based on these considerations, FDA
established the prior notice timeframes in the interimfinal
rule to associate with the node of transportation.

FDA is committed to exploring ways to increase integration
and reduce the prior notice tinmefranes further. Accordingly,
FDA and CBP will continue working together to determ ne what is
needed to achieve this goal. No later than March 12, 2004, the
Commi ssi oners of FDA and CBP will publish a plan, which wll
i nclude an inpl ementation schedule, to achieve the goal of a
uniform integrated systemand to coordinate tinmefranes for
import prior notice information while fulfilling the
Bi oterrorism Act mandates for air and truck nodes of
transportation with tinmefranmes finalized by CBP when they

finalize the rule entitled “Required Advance El ectronic



Presentation of Cargo Information,” published in the FEDERAL
REG STER on July 23, 2003 (68 FR 43574).

For inported food arriving via international mail, the
interimfinal rule requires that prior notice be submtted
before the food has been sent. This tinmefrane allows the FDA PN
Confirmati on Nunmber to acconpany the package, which is necessary
to establish that prior notice has been submtted and to match
the prior notice subm ssion to the package upon arrival.

(Comments) Sone comrents recommend that the prior notice
subm ssion tinmeframe be waived for foods exported fromU.S. -
owned foreign conpanies. Oher conmments recomend that a
different tinefrane be established for foods associated with a
program of assessnent of |ow risk, such as the C TPAT.

(Response) The interimfinal rule does not provide for a
wai ver of the tinmefranme for foods inported by U S. -owned firnmns.
Nor does the rule provide for a different tinmefrane for foods or
firms covered by prograns of other agencies, such as G TPAT.

The interimfinal rule provides for greatly reduced tinefranes
for foods based on node of transportation. These tinefranes are
what FDA has determ ned are the mninmumtinmefranes necessary to
allowit to satisfy the statutory nmandate that the tinmefranes
give the agency the tine it needs to "receive, review, and
respond” to prior notices. However, FDA is also interested in

exploring flexible alternatives for subm ssion of prior notice



for foods or firms covered by prograns of other agencies, such
as C-TPAT, or inported by other agenci es.

(Interimfinal rule) Section 1.279(a) in the interimfinal
rul e has been revised to require subm ssion of the prior notice
to FDA and the subm ssion nust be confirmed by FDA for review no
| ess than 2 hours before arriving at the port of arrival by |and
via road, no less than 4 hours before arriving at the port of
arrival by air and land via rail, and no |less than 8 hours
before arriving at the port of arrival by water. Under 8§
1.279(b), prior notice may not be submtted nore than 5 cal endar
days before arrival, except in the case of food inported or
of fered for inport by international nmail

Under 8§ 1.279(c), if the article of food is arriving by
international mail, the prior notice nust be subnmtted before
the food is sent to the United States.

Section 1.279(d) provides that the tinme of subm ssion is
fixed and the prior notice tine will start for purposes of
determining if prior notice is tinmely when the prior notice
submi ssion is confirmed by FDA for review FDA will confirma
prior notice once all required information has been submtted
and confirned as facially conplete. For exanple, if the
informati on submtted were to include a registration nunber,
name, city, and country for the manufacture of an article of

food, and the systemreview were to reveal that the registration



nunber does not exist or does not match the name, city, and
country of the facility, the FDA PN System Interface will not
provide a confirmation for that prior notice. The transmtter
wi || have an opportunity to correct the rejected information.
When the information is corrected, transmtted, and determ ned
to be facially valid, the systemw || then notify the
transmtter and provide the PN Confirmation Nunber. As set out
in 8 1.279(d), FDA will notify the transmtter that the prior
notice has been confirmed for reviewwth a confirmation that
contains a PN Confirmation Nunber. The prior notice will be
considered submtted and the prior notice time will start when
FDA has confirned the prior notice for review

Under 8§ 1.279(e), the PN Confirmation Nunmber nust acconpany
any article of food arriving by international nmail. Under §
1.279(f), a copy of the confirmation (wth the PN Confirmation
Nunber) rmust acconpany any article of food carried by or
ot herw se acconpanyi ng an individual (unless excluded under §
1.277(b) (1)), and be provided to CBP or FDA upon arrival.

Additionally, under 8§ 1.279(g) the PN Confirmati on Nunber
must acconpany any article of food for which the prior notice
was subm tted through the FDA PN System I nterface when arriving
in the United States and nust be provided to CBP and FDA upon

arrival .



G. “How Must You Submit Prior Notice?” (8 1.280 Proposed as §

1. 287)

FDA proposed that prior notice and any anendnents and

updates nust be submitted electronically to FDA through a new
Web interface. The proposed rule al so required subm ssion of
hard- copy prior notice, in person or by e-mail or fax, if the
FDA system was not operating. Before issuing the proposed rule,
FDA consulted with CBP, which was then the U S. Custons Service
of the Departnent of the Treasury, about the proposed rule and
the feasibility of nodifying ABI/ACS to accommbdat e the new
prior notice requirenent. During these consultations, CBP

advi sed that ABI/ACS could not be nodified to accommpdate the
data requirenents of the prior notice regulation by the Decenber
12, 2003, statutory deadline.

(Comments) Many comments focus on the proposed net hod of
subm ssion of prior notice. These comments fall into four broad
categories. The first category, which includes the |argest
nunber of comments, suggests that FDA work nore closely with
ot her agencies, and in sonme cases other countries, to elimnate
redundancies or conflicts in the nethod of subm ssion. The
majority of these comments urge the FDA to work nore closely
with CBP. A second group of comments addresses the viability of
t he proposed Web- based system for subm ssion of prior notice.

The third category includes suggestions about the prior notice



formthat was included in the proposed rule. The final category
of comments asserts that existing systenms and procedures provide
adequat e defense against a bioterrorismthreat and that the
proposed regul ation i s unnecessary.

la. Work Wth OQther Agencies to Elimnate Redundancies

(Comrents) Most comments recomrend that FDA and CBP work
together to reduce the adverse inpact of subm ssion of
information in both prior notice and CBP entries. Mst of these
coment s suggest that the existing ACS-OASIS interface between
CBP and FDA be used to accept prior notice information. O her
comment s suggest that nmuch of the information required for prior
noti ce was avail able in CBP s Automated Manifest System (AVS).

Al t hough many comments suggest that the existing systens

contai ned sufficient information to neet the statutory

requi rements, others recognize that nodifications were needed to
neet the Bioterrorism Act’s requirenents.

(Response) FDA and CBP agree with many of the comments
made about inter-agency cooperation as well as with the
recommendati on that we provide a single point of data entry for
CBP and FDA for as many kinds of entries as possible. FDA and
CBP are conmtted to the joint inplenentation of an autonated
approach to prior notice that will neet the follow ng
obj ectives: (1) Reduce subni ssion of redundant data to the

extent possible; (2) build on current operational procedures;



and (3) inplenment the law with mnimal disruption to current
entry practices.

The interimfinal rule requires prior notice to be
submitted electronically to FDA through CBP' s ABI/ACS or the FDA
PN SystemInterface. Prior notice may be submtted through
ABI/ ACS for all food inports subject to this interimfinal rule
except food inported by international mail or other transactions
that cannot be submtted through ABI/ACS and food that has been
refused under section 801(m of the FD&C Act. The proposed rule
was based on an initial review by both FDA and CBP of the
feasibility of inplenenting new operational procedures and
enhanci ng existing systens. After further review of the
potential technical, |legal, and operational inpacts, FDA and CBP
have determ ned that the prior notice information required for
nost types of CBP entries of foods can be submtted through the
exi sting ABI/ACS and provided to FDA. The existing ABI/ACS
OASIS interface allows for conmunication both between FDA and
t he custons broker or self-filer (necessary for the subm ssion
of prior notice to FDA as required by section 801(m (1) of the
FD&C Act), and between FDA and CBP (necessary for followp at
the border). However, although nuch of the information required
for prior notice currently existed in sone automated formin
ABI / ACS, not all the necessary data were available in the right

sequence or at the right tinme to nmeet prior notice requirenents.



Thus, FDA and CBP have been working closely together and
enhanci ng, ABlI, ACS, and OASIS to craft operational procedures
and systens that neet the requirenents of the Bioterrorism Act
with mniml inpact on existing processes.

Since prior notice is required for sone of inported food
for which electronic transm ssion of information to CBP is not
avai l abl e via ABI/ACS and since subm ssion of information
t hrough ABI/ACS is not nandatory, an alternative nmeans to subnmt
prior notice will still be needed. Although a CBP entry is not
normal ly submitted in ABI/ACS for T&E entries and IT entries and
FTZ adm ssions, a new transaction format, simlar to the
exi sting ABlI transactions, will be available for submtting
prior notice for these inports through ABI/ACS. The FDA PN
SystemInterface will also be available for international mil,
food refused under section 801(m of the FD&C Act, and those who
choose not to submit prior notice through ABI/ACS
1b. CBP AMS

(Comrent s) Several coments note that sone of the
information FDA required for prior notice was al ready being
submtted to AMS and suggested that FDA could retrieve data from
AMS rat her than ask for a separate subm ssion for prior notice.

(Response) AMS is a nodule of ACS through which carriers,
port authorities, or service bureaus transmt electronically the

cargo declaration portion of the inward foreign nmanifest to CBP



The information submtted to AMS is not sufficient to satisfy
section 801(m (1) of the FD&C Act's requirenents. For exanple,
the identities of the manufacturer, grower, FDA product code,
and quantity of each article are not submtted to AMS. FDA and
CBP have consulted about interfacing with AVMS for mani fest data
and determ ned that the general cargo data in AVMS were sinply
not suitable to accomobdate the detailed information
requi rements of section 801(n) of the FD&C Act. In addition, no
interface currently exists between AMS and the existing
interface with OASIS through the ABI/ACS entry processes, which
means FDA does not have any access to AMS data. However, section
801(m of the FD&C Act requires that prior notice be submtted
to FDA. G ven the inplenentation date of Decenber 12, 2003, CBP
and FDA concluded that it was not practical to attenpt to nodify
AMS to accommodate the new prior notice requirenents when we
coul d enhance the existing ABI/ACS OASIS interface.
2a. Viability of a Web-Based System

(Comrents) A comon concern expressed by commenters is the
viability of the FDA PN SystemInterface for the volune of data
traffic and the tine-sensitive nature of prior notice
information. Miultiple coments address systemavailability, the
time needed to enter and process the data, and the need for

confirmati on.



(Response) FDA agrees that inplenmentation of a new FDA PN
System Interface as the primary nmeans of data subm ssion for
25,000 plus transactions a day would be chal | engi ng,
particularly considering the effect on the food industry if the
system were not responsive. That concern has been substantially
addressed as a result of the commtnment by CBP and FDA to work
together to enhance the existing ABI/ACS-OASIS interface to
accommodate the prior notice requirenents. The decision
i ncl udes the devel opnent of a new ABI/ACS "transaction type"
that will accommobdate prior notices for IT entries, T&E entries,
and food shipped directly to an FTZ. This new feature further
reduces the nunber and type of transactions that nust be
subm tted through the FDA PN System Interface.

FDA antici pates that |ess than 10 percent of the total
subm ssions wll be submtted through the FDA PN System
Interface. The FDA PN SystemInterface will be avail able 24
hours a day, 7 days a week. FDA has taken steps to ensure that
the FDA PN System Interface can provi de adequate response tines
to support data entry and return of confirmation by reply
messagi ng.
2b. Contingency System

(Comment s) FDA received several coments on the need for a
contingency plan or backup plan in case of FDA Wb system

failure. The severity of the consequences if FDA were to fai



to receive a prior notice, and the common experience with Wb
system failures, was of great concern to many of the systenis
potential users. Many suggestions were nmade for contingency
pl ans, e.g., information on what FDA plans to do if the

aut omat ed systemis unavail abl e.

(Response) FDA agrees that plans for contingencies are
needed, even with the reduced volune of traffic on the FDA PN
System Interface and the exi stence of two nobdes of subm ssion.
FDA does not plan to exenpt any specific categories of food
articles fromprior notice if systens are not performng; FDA
and CBP are working together to devel op contingency plans for
when the systen(s) are not working. The interimfinal rule, §
1.279(b) through (d), sets out how we will handle prior notice
in four "down-time" situations: The custons broker's or self-
filer's access to ABI/ACS is not working; the ABI/ACS interface
is not working; the FDA PN System Interface is not working; and
OASIS is not working. In all these situations, an alternative
formof prior notice information is required. |f access to
ABI/ ACS is not available, prior notice nust be submtted via the
FDA PN System Interface. |If FDA determ nes that FDA PN System
Interface is not working, prior notice nust be submtted
manual |y by those who do not use ABI/ACS. |f FDA determ nes
that OASIS is not working, all prior notices nmust be submtted

manual ly. FDA will issue notification through notices on the FDA



Wb site at http://ww. fda.gov, at http://ww. access. fda. gov and

t hrough nessages in ABI/ACS. Once FDA issues this notification
prior notice information nust be submtted to FDA by e-mail or
by f ax.

Manual subm ssions nust be submtted by e-mail or fax.
Because all review is being done in a centralized | ocation, we
wi |l not accept manual subm ssions in person. The FDA Wb site

at http://ww. fda.gov will have a list of the information

required for prior notice subm ssion and the fax nunber(s) and
e-nmai| address(es) where prior notice can be sent. The |ist of
the information required can be printed. It can also be

downl oaded to the submitter’s or transnmitter's word processing
system and used as a basis for submtting prior notice
information to FDA. Because the FDA PN System Interface at

http://ww. access. fda.gov and FDA's Wb site at

http://ww. fda.gov are | ocated on i ndependent platfornms, this

information will be avail able even when the FDA PN System
Interface is not working. This fax nunber and the e-mail address
will not be activated to accept prior notice information unless
FDA determ nes that the FDA PN System Interface or OASIS i s not
wor ki ng. Additional information about the down-tine, i.e.,
confirmation that the FDA PN SystemInterface or QASIS is down

and estinmated down-time will be posted at http://ww.fda. gov--

see “prior notice” and will be available fromthe hel p desk.



2c. Alternate Methods

(Comrents) Several comments suggest nore than one path for
subm ssion of prior notice information. Sone comments ask that
FDA al |l ow for manual subm ssion, either as a backup, or as an
alternate path. Qhers suggest that sone types of “safe”
products be allowed to bypass prior notice if the systemwere
not performng. Still others suggest that the potential for
catastrophic systemfailure requires FDA to inplenent 2
interfaces for prior notice data, often inplying that ACS was an
appropriate alternative system

(Response) FDA does not agree that a process for manual
transm ssion i s needed, except on a contingency basis. FDA
bel i eves that, in 2003, persons engaged in international
commer ce have, or can get, access to the Internet. |If the
Internet is not accessible by the submtter, he or she can use a
custons broker to submt prior notice through ABI/ACS or anot her
person to transmt prior notice through the FDA PN System
Interface. As the primary node of subm ssion, manua
transm ssion woul d not give adequate tine for FDA personnel to
receive, review, and respond, unless the tinmefranes for prior
notice in the interimfinal rule were greatly extended. Thus,
manual transmssion wll be used only as a contingency
alternative. FDA also notes that the data quality of manua

systens is usually less than satisfactory, because no autonated



data validation takes place during data entry. The U S
Government has a strong commtnent to reduci ng paper- based
processes and noving toward e-commerce for all business
transactions. Accordingly, under the interimfinal rule, paper-
based submi ssions will not be all owed, except as set forth in §
1.280(c) and (d), by e-mail and fax. However, FDA and CBP do
not expect systemfailures to be a common occurrence.

2d. Security of System

(Comments) Several comrents question the security of the
system and suggested that the system nust have extraordinarily
stringent security protocols in place to protect sensitive
commercial informati on and prevent potential terrorists from
obtai ning information capabl e of providing cover.

(Response) FDA agrees the information nust be secure. Any
fraudul ent or inadvertent changes in data could affect FDA
response and thus affect the health and wel fare of consunmers in
the United States. FDA has determ ned that the data security
and data integrity requirenents of the prior notice data are on
par with entry data currently submtted through ABI/ACS to
OASIS. Prior notice data submtted through ABI/ACS will have the
sanme security and access controls as entry data currently
recei ved through ABI/ACS. Adequate and effective security

controls will be placed on the FDA PN System Interface through



user account nanagemnent and aut hentication processes, and
password controls, to ensure data security and integrity.
A nunber of statutes, regulations, and policies address

protection of sensitive information from unauthori zed
di scl osure. Sone that are relevant to prior notice include the
Cl i nger - Cohen Act of 1996, the Conputer Security Act of 1987,
the Trade Secrets Act, 21 CFR 20.61 (Trade Secrets and
Commercial or Financial Information Which Is Privileged or
Confidential), OVMB G rcular A 130 (Managenent of Feder al
| nformati on Resources), and FDA Staff Manual Gui de 3250. 15
(I'nformati on Technol ogy Security, Data Security--Data
Confidentiality). For exanple, Appendix IIl to OvB G rcul ar No.
A- 130 establishes a mninmum set of controls to be included in an
agency’s information security program and requires security
controls to be commensurate with the risk and magni tude of the
harmresulting fromthe | oss, nmisuse, or unauthorized access to
or nodification of information.
3a. Prior Notice Form

(Comments) Several comments suggest changes to the
proposed form Most of these recommend changes in the order of
items in the form

(Response) The draft formthat was provided as an
attachnment to the proposed rule was intended only to provide a

graphic summary of the information to be collected by the FDA PN



SystemInterface (68 FR 5334). The formwas an illustration,
intended to help potential users to visualize the data

requi renents and to better analyze their relationship and
inmpact. FDA did not intend the draft formto be a sanple of the
screens that will be available to the user on the proposed FDA
PN System Interface. Nor was it intended to be a draft paper
form since paper-based subm ssion will not be acceptabl e,
except as a contingency if the systemis not operating.

The actual screens of the FDA PN System Interface are
based on standard Web design principles, with primary attention
to support of anticipated data entry. The screens w ||
i ncorporate extensive use of “pull-down” lists to assist users
in entering their data. For exanple, transmtters wll use a
predefined pull-down |ist of International Standards
Organi zation (1SO codes for countries to enter the country from
which the article is shipped. Screen design places critical
data entry itens at the beginning of the subm ssion process and
uses those itens to drive later processes. Data entry
processing will also include robust and user-friendly data
validation to ensure that transmtters enter data correctly and
do not fail prior notice because of inadvertent errors in their
data entry screens. Additional description of the FDA PN System
Interface is included in the discussion of the interimfinal

rule at the end of this section.



3b. Form Processing

(Comrents) Several comments nmake suggestions about the way
the formshould be processed, requesting self-populating fields,
the ability to change informati on without redoing the whole
form confirmation after subm ssion, and other features that
woul d make submni ssion easi er.

(Response) As noted previously, FDA did not intend the
draft formin the proposed regul ation to suggest processing
sequences. Submitters or transmtters using the ABI/ACS
interface to submt prior notice data to the FDAw Il be able to
make full use of the capabilities of their particular ABI
software’s automation features. The FDA PN System Interface
will permt initial partial data entry and will allow the user
to save the information entered until all data are available for
subm ssion. The FDA PN System lInterface is designed to accept
“header” information that will permt repeated information to be
automatically entered. This “header” would contain information
consi stent across several articles of food within the sane
subm ssion, e.g., date and tinme of arrival for several articles
of food in one shipnent. This will reduce the anmount of data
entry and potentially reduce typing and transcription errors.
FDA has devel oped the FDA PN System Interface to all ow
submitters to automatically repeat information already entered

in the subm ssion where appropriate (e.g., all information is



t he sane except for the identity of the article or the
manuf acturer).

The order of information required in prior notice is
di spl ayed to best support user input. For exanple, the first
information required is the identification of the submtter and
transmtter, if applicable. The next information is the comon
information that may apply to all articles of food for which
prior notice is being submtted at the sanme tinme, such as the
manuf acturer, shipper, carrier, etc. For exanple, when a
manuf acturer is identified for the first article of food, the
submtter will be able to indicate, using a check box, that the
manuf acturer is the sane for all articles of food in the
shi pment .
3c. Carification of Fields

(Comments) A few comments ask for clarification on the
nmeani ng of specific fields.

(Response) Elsewhere in this rule FDA sets out the
information that nmust be submitted in a prior notice (see
81.281). In addition, online help will be available, which wl]l
i ncl ude descriptive information on data fields, and their
relationship to other required information and references to the
requi renents. FDA will also provide a help desk wth staff who
wi |l answer questions that are not specifically answered by the

online help. Information on how to contact the hel p desk w |



be avail abl e on both the FDA PN System Interface at

http:// ww. access. fda.gov and the FDA Wb site at

http://ww. fda.gov--see “prior notice.”

4. Existing System Adequate

(Comments) Several comrents suggest that the regul ations
proposed were unnecessary and that FDA already had the data
required, so prior notice would not provide any additional
security. These comments concl ude that the proposed regul ation
is therefore functionally redundant.

(Response) Congress nandated prior notice when it enacted
the Bioterrorism Act. FDA disagrees with the assertion that
prior notice will not provide any additional security because
simlar information about food is already available. Current
systenms do not provide all of the information required by the
BioterrorismAct. Nor do they ensure that FDA is provided with
the required information before arrival, as required by Congress
when it passed the BioterrorismAct.

5-11. Description of the Prior Notice Subm ssion Systens

Prior notice subm ssion and el ectronic review w || be
acconpl i shed through several new or enhanced conponents of FDA s
and CBP' s existing electronic systens.

a. ABI/ACS interface. The existing ABI/ACS interface,

whi ch sends data from custons brokers or self-filers through ACS

to OASIS, wll be enhanced to support the prior notice



requi renent. For custons brokers or self-filers providing prior
notice as part of their CBP entry through the ABI/ACS
interface, the process for subm ssion and response wll be
simlar to the current process for submtting entry information
about FDA-regul ated products. A custons broker or self-filer
will enter and transmt the information currently required in a
CBP entry, along with any additional information required in
prior notice, using the software that currently supports

subm ssion of data through the ABI interface. (Changes wll be
required to the existing software to support the additional
information required in the prior notice.) As it does
currently, ACS will validate the subm ssion to ensure that data

required by CBP and FDA is entered. The existing validation

wi |l be enhanced to include validation of sone prior notice
information. |If errors or deficiencies are found, the
transm ssion will be rejected and the custons broker or self-

filer can resubmt after correcting the errors or deficiencies.
Once ACS determ nes a subnission is valid, the prior

notice information and other data will be transmtted to OASIS.

OASI S will performadditional data checks and validati ons.

Val idation is the process by which the data are checked for

conpl eteness and sel f-consi stency by the system It is a rapid

process that does not include screening the data for potenti al

public health concerns. That screening occurs after data



validation. |If the subm ssion is determined to be facially
valid, FDA will transmt a nessage through ACS to the custons
broker or self-filer. The nessage will provide the Prior Notice
Confirmation Nunber (PN Confirmation Number), which verifies
that the prior notice has been confirnmed by FDA for review

If errors are found, OASIS will reject the subm ssion and
generate a nessage(s) identifying where the error occurs. No PN
confirmation nunber will be issued. After the custons broker or
self-filer is notified of the errors, the custons broker or
self-filer can correct the errors and resubmt the entire entry
usi ng the same entry nunber through the existing CP transaction
process (which is the existing transaction for brokers or self-
filers to resubmt FDA-specific data through ACS). This process
only allows FDA-specific data to be corrected for resubm ssion,
and not CBP-specific data.

A new ABI/ACS OASI S interface, nodeled after the existing
process, wll be available to submt prior notice for an article
of food entering the United States as an I T or T& entry, or an
FTZ adm ssion. This new transaction will not require all of the
information currently submtted to CBP at the tinme a consunption
entry is filed, but will require conplete prior notice
informati on. Processing of these prior notices wll be simlar
to that described for consunption entries. However, prior notice

wll be submtted by a new transaction type that will require



only the informati on needed for prior notice and to support
nmessages to CBP regardi ng the adequacy of the prior notice.

If CBP entry is later filed, the PN Confirmation Nunber
for the article nust be entered as an affirmation of conpliance
for QASIS purposes as evidence that prior notice for the product
was subm tted and confirmed before arrival. Depending on the
capabilities of a custons broker’s or self-filer’'s software, a
copy of the ABI Cargo Rel ease Summary will al so show that the
prior notice has been received, though not necessarily
confirnmed, by FDA.

The following list identifies the types of entries, with
acconpanyi ng CBP description, for which prior notice may be
subm tted through ABI/ACS at the submtter’s option:

“Consunption entries”--products entered for use or
consunption in the United States;

“War ehouse entries”--products subject to duty but for
whi ch paynent of duties is deferred. Mer chandi se entered into
a warehouse may be stored, repacked, cleaned, manufactured,
snelted, refined, or sold for export. Food nmust remain in the
war ehouse until w thdrawn for consunption in the United States
(and any applicable duty paid);

“I'T entries”-—in-bond transportation entries for
nmer chandi se that arrives at a Custons port of entry but is

transported w t hout apprai senent to another Custons port of



entry where it may be entered for consunption or warehouse,
admtted into a FTZ or nmay be the subject of another
transportation entry;

“T&E” entries”-—in-bond transportation entries for
mer chandi se which arrives at a Custons port of entry and is to
be transported w thout appraisenent through the Custons
territory and then exported; and

“FTZ adm ssions”-—-are for merchandise to be used in
manuf acturing or exhibition or to be manipulated in a FTZ
Mer chandi se admtted into the zone is not subject to the paynent
of duties. Merchandise nmay be withdrawn fromthe zone for
consunpti on, warehousi ng, or exportation. There are various
categories of nmerchandise in a zone.

b. FDA PN SystemlInterface. The new FDA PN System

Interface will be available for international nmail and other
transactions that are not accepted by ABI/ACS, food refused
under section 801(n) of the FD&C Act, and those who choose not
to subnmit prior notice through ABI/ACS. The FDA PN System

Interface is available at http://ww. access.fda.gov. FDA

expects that | ess than 10 percent of transactions wll be
routinely submtted through the FDA PN System Interface. W
estimated the nunber of informal entries that are not currently
captured by ABI/ACS and international mail subm ssions based on

di scussions with CBP



The FDA PN System Interface will allow the user to view
and print a prior notice confirmation, including a PN
Confirmati on Nunber, the tinme the prior notice was confirmned,
and a record of the information received and validated by FDA

To submt prior notice information electronically by the
FDA PN System Interface, the transmtter nust establish a prior
notice account. FDA's Unified Registration and Listing System

(FURLS) at http://ww. access.fda.gov will manage the issuance of

user accounts for both food facility registrations and prior
notice subm ssions. FURLS will be available 24 hours a day, 7
days a week, and will provide end-users access to the systens.
After successfully logging in using the account password, FURLS
wi || pass the user account credentials to the FDA PN System
Interface. If the transmtter has not established a prior notice
account, the transmtter wll be directed to establish a prior
noti ce account the first time he or she accesses the FDA PN
System I nterface. Subaccounts can also be created, at the
di scretion of the primary account, to allow nore than one person
associated with a prior notice to access the prior notice
i nformati on.

A submtter or transmtter who elects to use the FDA PN
SystemIinterface will enter information online, using a series
of screens designed to | ead the submtter through the prior

noti ce subm ssion process. Data will be subject to the sane



validation criteria used in the ABI/ACS QASIS interface, but the
validation will be perfornmed on-line, in real tinme. Wen the
prior notice subm ssion has been validated, the transmtter wl|
recei ve a nessage showi ng that the prior notice has been

recei ved by FDA for review and accepted as facially conplete.
This nmessage will include a unique PN Confirmati on Nunber as
well as the date and tinme of the subm ssion and confirmation.
The nessage will confirmthat the prior notice is facially

conpl ete and has been received by the FDA for review.

Capability will also be provided to get a hard copy printout of
the prior notice subm ssion and a confirmation for verification
upon arrival of the article of food, if needed.

If the prior notice was submtted t hrough the FDA PN
System Interface, this confirmation nunber must acconpany the
article of food when it arrives at the port of arrival. For
food arriving by international nmail, the PN Confirmation Nunber
received fromthe FDA PN System Interface nust be entered on the
“Customs Decl aration-CN22 and CN23” supplied when the article is
mai | ed. When food subject to this subpart is carried by or
ot herwi se acconpani es an individual, the individual nmust have
the PN Confirmation Nunber, as well. The nunber will provide
CBP and FDA personnel at the border with the neans to connect to

the results of the FDA review of the prior notice information.



Recei pt of a PN Confirmation Nunber is evidence only that
a prior notice has been received for FDA review Shoul d the
FDA revi ew process determne that an article of food should be
i nspected, personnel at the border will exam ne the food.

Prior Notice covering a refused food (no prior notice or
i naccurate prior notice) nmust be submtted through the FDA PN
System Interface. |In addition to prior notice information, the
FDA PN System Interface will be used to inform FDA of the port
or secure storage |location where refused food is or wll be
hel d.
12. FDA Revi ew

The FDA prior notice review process will operate 7 days a
week, 24 hours a day to review prior notice subm ssions
transmtted through both ABI/ACS and the FDA PN System
Interface. This process begins with an autonmated screening
process. |f additional evaluation of the prior notice
information is necessary, FDA headquarters staff, operating 24
hours a day, 7 days a week, will review the information and nay
initiate an exam nation by FDA or CBP of the article of food at
the port of arrival, or in the case of rail shipnments, within
the confines of the closest appropriate exam nation site. The
review process is and manual review by FDA staff. It will be
designed to identify food products that may pose serious risks

to public health so that appropriate action can be taken upon



arrival in the United States. The review process is not
i npacted by the nethod of electronic subm ssion. The results of
this process will be transmtted to CBP

The existing OASIS screening and FDA staff review and
exam nation processes Wil determne admssibility under section
801(a) of the FD&C Act. Thus, food that has not been refused
after review and/or exam nation of the prior notice information
may be subject to further inspection and sanpling at an inland
destination for determ nation of adm ssibility under section
801(a) of the FD&C Act.
13. Summary of the Interim Final Rule

The interimfinal rule requires that prior notice be
submtted electronically to FDA. Al prior notice information
nmust be submitted in the English | anguage except an individual's
name, the nanme of a conpany, and the nanme of a street may be
submitted in a foreign |language. Al information, including
t hese itens, nust be submtted using the Latin (Roman) al phabet.
The prior notice nmay be submtted through ABI/ACS or the FDA PN

System Interface at http://ww. access.fda.gov. Prior notice

must be submtted via the FDA PN System Interface for articles

of food inported or offered for inport by international mil or
ot her transaction types that cannot be nmade through ABI/ACS and
articles food that have been refused under section 801(m (1) of

t he FD&C Act.



The interimfinal rule, in 8 1.279(b) through (d), also
sets out howwe will handle prior notice in four "down-tine"
situations: The custons broker's or self-filer's access to
ABI/ ACS is not working; the ABI/ACS interface is not working;
the FDA PN System Interface is not working; and OASIS i s not
working. In all these situations, an alternative formof prior
notice information is required. |f access to ABI/ACS is not
avai lable or if the ABI/ACS interface is not working, prior
notice nust be submtted via the FDA PN System Interface. |If
FDA determ nes that FDA PN System Interface is not working,
prior notice may be subm tted manually by those who do not use
ABI/ACS. |If FDA determines that QASIS is not working, all prior
notices nust be submtted manually. FDA will issue notification

t hrough notices on the FDA Wb site at http://ww.fda.gov, at

http://ww. access. fda. gov and through nessages in ABI/ACS. Once

FDA issues this notification, prior notice information nust be
submtted to FDA by e-mail or by fax. Hand delivery of hard
copy to FDA is not allowed. The |ocation for receipt of

subm ssion by e-mail or fax is listed at http://ww.fda. gov. --

see “prior notice.”

H “Wat Information Must Be in a Prior Notice?” (8 1.281

Proposed as § 1.288)

Proposed 8 1.288 listed the information that was to be

included in each prior notice. Part of the information was taken



directly fromsection 801(m (1) of the FD&C Act. The remai nder
of the list consisted of information that FDA and CBP have
determ ned is necessary to ensure that we can enforce section
801(m of the FD&C Act's prior notice requirenents as intended
by Congress. This additional information is thus authorized
under section 701(b) of the FD&C Act (21 U . S.C. 371(b)). 1In the
proposed rule, we expl ai ned why each of these itens was
necessary for the efficient enforcenent of section 801(n) of the
FD&C Act .

(Comments) Cenerally, comrents assert that the proposed
rule required too many data el enents. Sonme comments state that
the required information is nore than that necessary to
facilitate inspection; is burdensone on industry; and is nore
informati on than that authorized by the Bioterrorism Act,
particularly with regard to product identity, port of entry, and
identification of parties involved in prior notice. One coment
argues that the prior notice was intended by Congress only to
aid FDAin its efforts to ensure the security of the food
supply, not to enhance conpliance of inported food with al
applicabl e FD&C Act requirenents.

(Response) FDA agrees with many of these coments.
Accordingly, the interimfinal rule will not require subm ssion
of the follow ng information:

t el ephone and fax nunbers and e-nmail addresses for nost firns;



regi stration nunbers, except for the manufacturer and shi pper,
if otherwi se required by section 801(l) of the FD&C Act;
entry |ine nunbers;
brand or trade nane;
CBP port of entry;
antici pated date of entry for CBP purposes; and
the identities of nultiple carriers.
FDA has al so revised the follow ng information
requi rements to make them| ess burdensone:
guantity;
| ot/ code identifier
manuf acturer; and
gr ower .
Finally, FDA has added the follow ng information
requi renents due to the changes in tinmefrane, the need to
coordinate wwth CBP, and in response to conments:
the node of transportation; and
pl anned shi pping information, including the 6-digit HTS code.
FDA does not agree that section 801(m of the FD&C Act is
limted to "food security.” The purpose of the Bioterrorism Act
is "[t]o inprove the ability of the United States to prevent,

prepare for, and respond to bioterrorism and other public health

energencies.” (Public Law No. 107-188 (enphasis added)).




Title I'll of the BioterrorismAct is titled, "Protecting the
Saf ety and Security of the Food and Drug Supply."” (Public Law
No. 107-188 (enphasis added)). |Indeed, when review ng prior
noti ces that have been submtted after a food has al ready been
refused for |ack of adequate prior notice, Congress explicitly
directs FDA to determine if it has in its possession any
"credi bl e evidence or information indicating that such article
present a threat of serious adverse health consequences or death
to humans or animal,"” (section 801(m(2)(B)(ii) of the FD&C
Act). This standard is a health-based standard and is not
limted to intentional acts of contam nation.

For clarity, the interimfinal rule al so has segregated
the information requirenents for food inported or offered for
i mport by international nail as new 8§ 1.281(b) and the
i nformati on requirenments for food refused under section 801(m
of the FD&C Act as new § 1.281(c).
1. Registration Nunbers

(Conments) Comments note that the submitter nay not know
t he necessary registration nunbers and reconmend that FDA
confirmthe registration nunbers within its system A coment
reasons that, because FDA will have access to the contact
information in its facility registration database, FDA should
only require the registration nunber rather than the nane,

addr ess, tel ephone nunber, fax nunber, and e-nmil address to



reduce the burden on submtters. Another conment states that it
woul d be inpossible to provide the FDA regi stration nunbers of
all operators that have handled the inported food and questions
FDA' s need for the registration nunbers because the “one up, one
down” recordkeepi ng provision added to the FD&C Act by section
306 of the BioterrorismAct is sufficient to help FDA take
appropriate steps. Oher comrents express concern about the
confidentiality of registration nunbers, i.e., they may be
deni ed access to the registration nunber or be unable to verify
it. Oher cooments state that an inporter who inports returned
U. S. goods has no direct relationship with the U S. manufacturer
and therefore assert that these inporters cannot obtain the
regi stration nunber.

(Response) Registration of facilities that
manuf act ur e/ process, pack, or hold food for consunption in the
United States is required by new section 415 of the FD&C Act,
whi ch was added by section 305 of the BioterrorismAct. FDA
does not believe that the statute gives FDA authority to waive
the registration requirement for facilities that
manuf act ur e/ process, pack or hold food for consunption in the
United States. The one instance when not providing a
regi strati on nunber nmay be appropriate i s when the manufacturer

is out of business or registration no |onger is appropriate



because the manufacturer has ceased neki ng food products under

FDA's jurisdiction.

| f such a food is refused because of inadequate prior
notice for failure to provide a registration nunber, or if the
food is held under § 1.285(b), you nmay request an FDA revi ew
under 8 1.285(j). As part of your request, you should provide
FDA information to show that the facility associated with the

food is out of business or inactive.

Regi stration is designed to work in concert with prior
notice at the border, as reflected in new section 801(l) of the
FD&C Act, which provides that food fromfacilities that mnust
regi ster may not be admtted into distribution for consunption
in the United States unless the relevant facilities have been
regi stered. To enforce section 801(I) of the FD&C Act as
i ntended by Congress, FDA has determ ned that it nust review
regi stration status of manufacturers and shippers as part of
prior notice. The information provided by registration wl|l
al l ow FDA to check prior notice subm ssions agai nst registration
data to confirmthe identity. Moreover, the information
provi ded by prior notice subm ssions can serve as a crosscheck
as to whether these firnms are registered as required and have
provi ded the necessary updates. FDA thus believes that prior

notice and registration wll work in tandemto provide FDA wth



i nformati on about the article of food and a facility involved in
its production and distribution that will informand inprove our
ri sk- based border inspection decisions, as well as our |ater

adm ssibility determ nations.

FDA does not agree that it should confirmregistration
wi t hout requiring that the nunber be submtted. Each registered
facility will be assigned a unique registration nunber by FDA
Thus, the registration nunber will help identify the
manuf acturer. Wthout a registration nunber, it may be
difficult to determ ne exactly which registered facility to
associate with the article: Different firns nay have the sane or
simlar nanmes and nore than one firm my operate froma
particular location. |In addition, requiring the registration
nunber as part of manufacturer identity nakes it clear to
foreign exporters and U. S. inporters fromthe outset when

registration is required for inported food.

FDA does not agree that the registration nunber, when one
is required, is sufficient by itself to “identify” a person in a
prior notice subm ssion. The additional information is needed
to verify that the registration nunber is accurate. For
exanple, wthout additional information, there is a significant
possibility of typographical errors, leading to

m sidentification of facilities, which could | ead to foods being



stopped at the border for inadequate prior notice and
registration. FDA is requiring identifying information in
addition to the registration nunber (if one is required) to
reduce the nunber of clerical or typographical errors in
registration information that could result in refusals. The FDA
PN System Interface will require the firmname and at |east the
city and country as “confirmatory information,” in addition to
the registration nunber to allow for validation. (If
registration is not required for the facilities associated with
a particular article of food, a registration nunber may still be
provi ded, along with the nane of the facility and the city and
country. If a registration nunber is not required and the

subm tter chooses not to provide the nunber voluntarily, the
nanme and full address of the facility nust be provided to ensure
that FDA can fully identify the correct party.)

Finally, the systenms will not automatically fill in the
regi strati on nunber on any docunents or electronic screens that
are provided to, or appear, to the submitter or transnmtter

To minimze the burden, the interimfinal rule only
requires registration nunbers for shippers (if the shipper is a
facility required to register for that article of food) and the
manufacturer. The interimfinal rule also states when a
regi stration nunber is not required in a prior notice for these

persons. Under section 415 of the FD&C Act, registration is



only required for food for consunption in the United States.
Thus, the interimfinal rule does not require that a prior
notice include registration nunbers of facilities associated
with articles of food that are inported or offered for inport
for transshi pnent, storage and export, or further mani pul ationg
and export. The interimfinal rule does not require a

regi stration nunber for the manufacturer if the article of food
is sent by an individual as a personal gift (i.e., for non-

busi ness reasons) to an individual in the United States.

2. Fax & E-mai| Addresses

(Comrents) Sonme comments state that the fax nunber and e-
mai | address shoul d be optional.

(Response) FDA agrees, in part, and has elimnated the
requi renent for tel ephone and fax nunbers and e-nmail addresses
in many instances. In the interimfinal rule, the tel ephone and
fax nunbers and e-nmmil addresses (if they exist) are only
required for submtters and transmtters so that FDA can
comuni cate with them if necessary. The prior notice subm ssion
must declare if these persons do not have a tel ephone nunber,
fax nunmber, or e-numil address.

3. Submtter and Transmtter (8 1.281(a)(1) and (a)(2) Proposed
as 8§ 1.288(a))
The proposed rule required the identity of the submtter

and the associated submitting firm



(Comrent s) Comments addressing the submtter focused
primarily on who is authorized to submt prior notice and on the
need for registration nunbers and fax and e-mail informtion.

(Response) Conments regarding who may submit, as well as
coments regarding registration nunbers and tel ephone, fax, and
e-mail informati on already have been addressed.

As explained in the proposal, the identification of the
submtter is needed so that FDA knows who is responsible for the
information in the prior notice and can comuni cate with them
when necessary. The information is al so necessary to follow up
when audits, inspections, or enforcenent are necessary.

The FDA PN System Interface will allow the information
transmtted for identification of the submtter to be
automatically repeated in the sanme subm ssion if the submtting
firmis also any other firmidentified in the prior notice, such
as the transmtter, inporter, owner, ultimte consignee, etc.
This ability to automatically repeat information may al so be
avai lable for transmitters submtting prior notice through
ABI / ACS, depending on the features of the ABlI software package
used by the transmtter.

(Interimfinal rule) Section 1.281(a)(1) requires
subm ssion of the nanme of the individual submtting the prior
notice, i.e., the submtter, and his or her business address,

and tel ephone nunber, fax nunber, and e-mail address (if they



exist), as well as the nane and address of the submtting firm
associated with the submtting individual, if it exists.
4. Transmtter (8 1.281(a)(2))

The proposed rule allowed an agent to provide prior
noti ce.

(Comrents) Comments on the use of agents to provide prior
notice are di scussed under § 1.278.

(Response) Responses to comrents on the use of agents are
di scussed under § 1.278.

(Interimfinal rule) If the prior notice is transmtted by
a person other than the submtter, § 1.281(a)(2) requires the
name of the individual transmtting the prior notice, i.e., the
transmtter, on behalf of the submtter and his or her business
addr ess, tel ephone nunber, fax nunmber, and e-mail address, if
they exist. The subm ssion nust also include the nane of the
firmassociated with the individual transmtting the prior
notice information, if it exists. The identification of the
transmtter is needed so that FDA nmay confirmthe prior notice,
comuni cate regarding the prior notice after FDA review, and
foll owup when audits, inspections, or enforcenent are necessary.
5. CBP Entry Type (8 1.281(a)(3) Proposed as § 1.288(hb))

The proposed rule required the subm ssion of the Custons
entry type associated with the article of food being inported or

of fered for inport (proposed § 1.288(b)).



(Comrents) Comments state that the CBP entry type is not
al ways avail abl e by noon of the day before arrival. They also
note that entry type nmay change dependi ng on quota status, e.g.,
where a consunption entry was planned but then was changed to a
war ehouse entry because an entry quota on the product was
tenporarily filled or closed.

(Response) FDA and CBP believe that the significant
shortening of the prior notice tinefrane resolves many of the
concerns about the availability of the CBP entry type. As
di scussed in the proposed rule, FDA needs this information for
screening to identify the appropriate articles for inspection.

It is also needed for comuni cation with FDA and CBP staff at
the border. Also, entry type determ nes which entry identifiers
shoul d be used (entry nunber, in-bond nunber) to identify the
shipnment. In addition, the CBP entry type tells us if the
article of food is for consunption in the United States or is
for export or other uses that, in turn, allows FDA to determ ne
that certain information is not required (e.g., registration
nunbers) .

(Interimfinal rule) Section 1.281(a)(3) of the interim
final rule requires subm ssion of the entry type. Sone exanpl es
of entry types are listed as follows: Consunption entries,
war ehouse entries, and tenporary inportation bond entries. Each

of these types has a designated CBP code. For prior notice



subm ssi ons nade through ABI/ACS, the entry type will consist of
the CBP entry code specific for that type of entry, e.g., “01”
for a consunption entry, “21” for a warehouse entry, “23” for a
tenporary inportation bond entry, etc. These codes are ones
custons brokers and self-filers currently provide to CBP at
entry. For prior notice subm ssions nade through the FDA PN
System Interface, applicable entry types or other adm ssion
categories will be provided for selection in a drop-down nenu,
e.g., consunption, IT, T&, mil, FTZ, etc. Explanations of the
different entry types or other adm ssion categories wll be
avai l able to help the transmtter choose the right one.

6. ACS Entry Line Nunmber or Qther Custons ldentification Nunber
(8 1.281(a)(4) Proposed as § 1.288(c))

The proposed rule required the identification of the CBP
entry nunber, the CBP ACS |line nunber and the FDA |ine nunber.
FDA expl ained that this information is necessary for screening
and identification of the appropriate articles for inspection,
as well as for matching the prior notice to the corresponding
CBP entry to assess the adequacy of the prior notice when
shi pnents arrive and are presented for review

(Comrents) Comments state that the CBP entry nunber is
avai l able only froma custons broker or self-filer, but not
every inport has a broker. Oher coments state that the entry

nunmber is not assigned until the custons broker or self-filer



transmits entry information through the ABI to ACS. Thus, the
entry nunber is not avail able by noon of the day before arrival.
O her comments state that entry and |ine nunbers are not
avai l abl e earlier than 4 hours before arrival at |and ports.
Sone comments suggest that FDA nmake this information voluntary.
(Response) FDA agrees in part and has renoved the
requi renent for subm ssion of Iine nunbers. The interimfinal
rule only requires subm ssion of a CBP entry identifier. FDA
believes that the entry identifier is necessary for proper
identification of the information in a prior notice with the
appropriate articles for inspection. FDA al so believes that
submi ssion of the entry identifier is critical for matching the
prior notice to the corresponding CBP entry, which is necessary
to assess the adequacy of the prior notice when shipnents arrive
and are presented for review. For in-bond entries and FTZ
adm ssions, and for prior notices submtted through the FDA PN
System Interface, an entry identifier is critical for matching
the prior notice to the corresponding CBP entry if a consunption
entry is submtted so FDA and CBP can ensure that prior notice
requi renents were satisfied. For transmtters submtting prior
notice with CBP entry information through the ABI/ACS interface,
the CBP entry nunber assigned by CBP is also the entry
identifier. For custons brokers or self-filers submtting

prior notice for a food entering the United States as an IT



entry, a T&E entry, or FTZ adm ssion, the CPB in-bond nunber or
FTZ adm ssi on nunber assigned by CBP is also the entry
identifier.

If prior notice is being submtted through the FDA PN
System Interface, the entry identifier will depend on the entry
type and the reason for Web submission. [|f available to the
transmtter (e.g., the prior notice is for a CBP entry but the
ABI/ ACS interface is not available), the CBP entry nunber nust
be used. Were appropriate, the in-bond nunber nust be used as
the entry identifier. |If one of the entry identifiers described
above does not exist, the transmtter can request a system
generated entry identifier. The FDA PN System Interface wll
provi de online help to assist the user in determ ning what
information to use as the entry identifier for a specific
transacti on.

This requirenent to provide an entry identifier does not
apply to articles of food inported or offered for inport by
international nmail, nor those carried by or acconpanyi nhg an
i ndi vidual, unless entry is otherwi se required by CBP and an
associated CBP entry identifier has thus been assigned. In
t hese cases, the FDA PN SystemInterface will apply a system
generated entry identifier.

FDA agrees with the conments that |ine nunbers are not

necessary. Thus, the interimfinal rule does not require



subm ssion of a line nunber. For transmtters using the FDA PN
System Interface, the systemw || assign each article of food a
uni qgue nunber for processing and, after validation, a PN
Confirmation Nunber will be returned for each article of food.
For ABI/ACS subm ssions, when they are confirned, the CBP and
FDA Iine nunbers will be assigned as they are under current
procedures, and the custons broker or self-filer will receive a
confirmation nunber for each |line through the OASI S/ ACS
nmessagi ng process.
7. Product ldentity (8 1.281(a)(5) Proposed as § 1.288(e)(1))
Section 801(m (1) of the Bioterrorism Act states that a
prior notice nmust contain the identity of the article of food
being inported or offered for inport. To ensure that each prior
noti ce adequately and conpletely identifies the food being
inmported or offered for inport, 8 1.288(e)(1) of the proposed
rule required the subm ssion of the follow ng infornmation: FDA
product code; common, usual, or market name; brand nane;
guantity; and lot, code, or other identifying nunber.

a. General coments on product identity. (Coments) Sone

comments ask that FDA obtain product identity information from
exi sting Custons information. O her comments believe that the
i nformati on on product identity should be limted to a general

description of the product.



(Response) Under section 801(m of the FD&C Act, FDA nust
have the information before arrival. Thus, although product
identity is provided to CBP when entry is filed, currently that
does not generally occur sufficiently before arrival for FDA to
review and respond as envi sioned by the Bioterrorism Act. Under
the interimfinal rule, with the nodifications to ABI/ACS
requi red product identity information can be provided through
ABI/ ACS. The transmi ssion to CBP will be enhanced to include
the additional product identity information required by prior
notice, and will be used satisfy both FDA's prior notice

requirements as well as current entry requirenents.

FDA does not agree that product identity should be limted
to a general description. For prior notice to acconplish its
i nt ended purpose and hel p FDA protect Anerican consuners, a
preci se description of the product is necessary. For exanple,
FDA needs to know that there are 100 cartons containing 24/12
ounce (oz) bottles of apple juice and 200 cartons contai ni ng
48/ 8 oz bottles of apple juice to make its decision whether to
i nspect, sanple, or hold a shipnment. Information about potentia
contam nation nmay apply only to 8 oz bottles of apple juice.
Therefore, it would be a drain on FDA resources, as well as
cause del ays at the border, to exam ne and sanple all juice or
all apple juice inports when only one kind of juice in one kind

and size of packaging is affected. Currently, this information



is provided to FDA when entry information is submitted via the
ABI/ ACS interface by a custons broker or self-filer. For those
entries submtted via a paper node, the invoice is included in
the subm ssion, as it was before OASIS and ABI/ACS. The precise
description of a food product is commonly included on a
commercial invoice, e.g. 200 cartons of 24/6 oz cans of al bacore

t una.

(Comrents) One comrent asks for clarification as to how an
“article” of food is defined.

(Response) The description of an "article" of food is not
the sane as the definition of "food" in § 1.276(b)(5). An
"article" refers to a single food that is associated with the
sanme conpl ete FDA Product Code, the sanme package size, and the
same manufacturer or grower. These requirenents are found in
the information required in the interimfinal rule in 8§
1.281(a)(5), (a)(6), or (a)(7) and again in 8§ 1.281(b) and (c).

(Comrents) Some comments assert that the proposed rule
i ncreases the paperwork burden by requiring separate notices for
every article froma different manufacturer or grower. Conments
reconmmend that one way to reduce this burden would be to allow a
single prior notice to cover a shipnent of nultiple articles of
food or allow one notice per shipnent.

(Response) FDA disagrees. An article of food is a unique

itemrelated to a specific manufacturer or grower and a specific



process or size. Al of these pieces of information are critical
for a risk-based assessnent of the food. FDA currently receives
nost of this information fromcustons brokers or self-filers via
ABI / ACS. The ABI/ACS system al so provides the capability to
submt information for nmultiple food itens as lines in a single
entry, when entry level information is consistent for a nunber
of articles in a shipnment. For exanple, shipnent |evel

i nformati on, such as estimated tine of arrival, can be captured
once for all articles within a shipnment. The ability to
mnimze data entry by copying specific information from one
article, or line, to another depends upon the sophistication of
the software being used to create the subnmi ssion to CBP. The
FDA PN System Interface is designed to allow for sinplified
submi ssion of simlar articles of food by allowi ng the submtter
to easily repeat common information (e.g., FDA product code,
manufacturer, etc.) while entering different quantities (e.g.,
anount and package size). Both systenms will thus significantly
reduce the anount of repetitive entry of information while
preserving the identity of each article of food.

b. Conplete FDA product code (8 1.281(a)(5)(i) Proposed as

8 1.288(e)(1)(i)). FDA proposed to require the subm ssion of

the conpl ete FDA product code as an elenent of the identity of
the product (8 1.288(e)(1)(i)). The FDA product code is a unique

nunmeric code currently used by FDA and custons brokers and self -



filers to describe food products, as well as other products
regul ated by FDA

(Comments) The majority of comrents enphasi ze the need to
use the existing and fam liar HTS coding structure for product
reporting instead of the FDA product code. Sone comments ask
FDA to update product codes with current food itenms, such as
bot ani cal s, additives, food contact substances, etc. Sone
comments state that the inporter mght not know the exact
product they will be receiving until the product is shipped and,
therefore, may not know the FDA product code by noon of the day
before arrival. One comment recommends clarification of what
t he FDA product codes are and where they can be found. In
addi ti on, another comment was not able to access the FDA product
dat abase and urges FDA to correct this situation. Finally, one
comrent suggests that FDA elimnate this data el enent.

(Response) The FDA product code is an existing 7-character
code that describes a product for FDA purposes by industry type
and cl ass, packagi ng, process, and specific distinctive
character. For exanple, canned tuna is covered by FDA Product
Code, 16AEE45. "16A" describes the product as vertebrate fish,
the first "E" describes the netal package, the second "E"
describes a commercially sterile process, and "45" describes the

fish as tuna.



Al t hough the HTS codes are currently utilized by CBP and
FDA to identify generally which inports are subject to an FDA
adm ssibility review, these codes are often not sufficient to
specifically identify a product for FDA decisionmaking. For
exanple, in many cases, the tariff code does not describe how
t he product was processed (e.g., commercially sterile or shelf-
stable) or how the product is packaged. For exanple, mlk and
creamare included in the sane codes. These codes differentiate
mlk and creamfor fat content, but do not indicate the process
(pasteurization and refrigerated or cormmercially sterile) or
packagi ng (cardboard carton, plastic bottle, or shelf-stable
package). Thus, several products that FDA considers different
from each other (because these differences affect the potentia
safety of the food) may be conbi ned under one tariff nunber HTS
code.

Bot h the HTS code and the FDA product code are currently
requi red on FDA-regul ated products and are submitted through the
ABI/ ACS interface. Therefore, the FDA product code is famli ar
to nost of those who will be transmitting prior notice. The FDA
product code is currently available via the Internet at

http://ww. accessdat a. f da. gov/ scri pts/oral/ pcb/ pcb. htm as a

“bui | dabl e” code.
FDA is requiring subm ssion of this data elenment for prior

notice as an integral part of the identity of the article.



Ri sk-based screening criteria can be very specific. Therefore,
the specificity provided by the FDA product code is necessary.
In addition, the timng requirenents for submtting prior notice
have been decreased significantly. Therefore, the issue of
adequately identifying the product code at the tine of

submi ssi on has been reduced to the extent possible, given the
mandate from Congress to require prior notice.

The FDA PN System Interface has a nenu-driven FDA product
code builder that enables the submtter to appropriately
descri be the product. The FDA PN System Interface is al so
designed to allow a submtter who already knows the product code
to enter it directly.

FDA routinely and continually updates the FDA product
codes and product code builder electronic files to include nore
specific food itenms, such as additives, exotic produce, and sone
bot ani cal s. FDA intends to issue guidance before the effective
date of this rule that will provide the flagged HTS codes and
FDA product codes identifying foods for which prior notice is

required. This guidance will be posted at http://ww.fda. gov,

see “prior notice.”

(Interimfinal rule) Section 1.281(a)(5)(i) requires the
conpl ete FDA product identity code for the article of food
covered by a prior notice. The interimfinal rule allows for

subm ssion of product identity information through ABI/ACS.



Cust oms brokers or self-filers, using ABI/ACS, currently may use
t he FDA product code builder, which is available to the public
on the FDA Wb site, to identify the appropriate product code.
Those submitting prior notice through the FDA PN System
Interface will be able to access a FDA product code buil der
specific to those food covered by the prior notice requirenent.

c. Common, usual or market nane (8 1.281(a)(5)(ii)

Proposed as 8§ 1.288(e)(1)(ii)). FDA proposed to require the

subm ssion of the common or usual or market nane of the article
of food as an elenent of the identity of the product (8§
1.288(e)(1)(ii)). The custons broker or self-filer currently
submts the conmon or usual or nmarket nanme to ABI/ACS when entry
is made, and it subsequently is transmtted to OASIS for each
entry line, e.g., article of food.

(Comrents) One coment is concerned that the appropriate
nanme of fresh produce or fishery products may not be known at
the time of shipnent.

(Response) This information is necessary to confirmthe
accuracy of the product code and we have thus retained the
requi renment to submt it in the interimfinal rule. The timng
requi rements for submtting prior notice have been decreased
significantly. Therefore, the issue of adequately identifying

fresh produce and “catch of the day” at the tine of subm ssion



has been reduced to the extent possible, given the nandate from
Congress to require prior notice.

(Interimfinal rule) Section 1.281(a)(5)(ii) requires that
the submtter supply the common or usual or market name in a
prior notice. (See 21 CFR 102.5 for additional information
about common or usual nanes.)

d. Trade or brand nane (Proposed 8 1.288(e)(1)(iii)). FDA

proposed to require the subm ssion of the trade or brand name of
the article of food, if it is different than the comon or usual
or market name, as an elenent of the identity of the product (8§
1.288(e)(1)(iii)).

(Comrents) Comments ask for clarification as to why this
information is required when the statute does not require it and
the information will |ikely be confusing if provided. Commenters
al so recoomend elimnating this data elenent. Comments state
that some inported products do not have a trade or brand nane
(e.g., agricultural products, fish, and seafood). In addition,
comments note that a single product could have nultiple brand
nanmes. Several comments note that the inporter usually does not
know a product’s brand or trade nane. Coments al so recommend
that FDA clarify in the final rule that it will not reject an
article of food for failure to include trade or brand nanme when

such informati on does not exi st.



(Response) FDA agrees with the conments. FDA has al so
determned that this information is not critical for risk-based
screening, given the other information in a prior notice.

(Interimfinal rule) FDA has elimnated the requirenent to
identify the trade or brand nane in the interimfinal rule.

e. Quantity (8 1.281(a)(5)(iii) Proposed as 8§

1.288(e)(1)(iv)). FDA proposed to require the subm ssion of the

gquantity of food described from small est package size to |argest
container as an elenent of the identity of the product (8
1.288(e)(1)(iv)). The nunmber of container units and units of
measure are to be submtted in decreasing size of packing unit
(starting with the largest). The custons broker or self-filer
currently submts the quantity of each Iine entry to ABI/ACS
when entry is made, and quantity subsequently is transmtted by
CBP to QASIS. FDA requested comments on whet her changes in
guantity will occur after the deadline for prior notice and, if
so, how commonly changes occur and how significant the changes
usual ly are.

(Comrents) There were nany comments pertaining to
quantity. Some comrenters object to the requirenent, stating
that it can be difficult to identify quantity. For exanple,
coments suggest that it can be difficult to identify quantity
for processed goods, as quantity may change. Also, the exact

quantity is difficult to identify for fresh produce and fresh



fishery products due to the fast-paced shipping of perishables
and day-to-day harvesting differences. Coments state that it
is also difficult to ascertain the exact unit (e.g., weight,
vol une) for bulk itenms. Conments also state that quantity
i nformati on such as package size is not relevant to identify the
presence of intentional contam nation or a food safety hazard.
Some comments object to the level of specificity, stating that
the required quantity data is unduly detailed for inspection
pur poses, seldom needed for risk assessnents, and not necessary
to nmeet the statutory requirenments. Oher conments reconmend
that FDA allow a 2-hour anendnent/update for needed flexibility
and accurate reporting or adopt a percentage over/under
di screpancy tol erance or approximated total units (e.g., weight,
volune). Comments confirm that changes in quantity occur after
t he proposed deadline for prior notice and that these changes
commonly represent significant variations in quantity.
(Response) FDA continues to believe that quantity is a
necessary conponent of product identity. The significant
decrease in the filing deadlines addresses concerns raised by
many comments. In addition, in further response to the coments
on changes in quantity, FDA has revised the requirenent to
"estimated quantity." This neans that the submtter nust tel
FDA, at the tinme of subm ssion of Prior Notice, the estinmated

anmount of the article of food that they anticipate will be



shi pped. This change provides inporters with | eeway to adj ust
shi pments, while still ensuring FDA has useful information about
overal | quantity.

FDA bel i eves that package size is necessary and part of
product identity. The base unit of nmeasure is a critical
characteristic of product identity and is thus necessary for
effective review of the prior notice information. Base unit is
critical to processing safety requirenents and is particularly
i nportant when evaluating the safety of |owacid canned foods.
Bot h base unit and total quantity (which includes know ng the
smal | est “package size”) are necessary for response
(exam nation) and comruni cation with FDA and CBP staff at the
border. As noted in FDA's “Food Security Preventive Measures
Gui dance for Inporters” (Ref. 17), they are also critical for
food security exam nations to determine if the anount ordered is
t he amobunt received. For exanple, if nore was received than was
ordered, the guidance recomends an investigation to determ ne
t he cause of the discrepancy as additional and unwanted articles
may have been added to intentionally contam nate the shipnent.
If |l ess product is received than ordered or than shi pped, sone
of the product may have been intentionally diverted. Both base
unit and total quantity are currently data el enents that can be
submitted via ABI/ACS to OASIS. The tutorial in the FDA product

code builder will be revised to recommend the appropriate



associ ation of base unit with product code, e.g., FDA Product
Code 16AEE45, canned tuna would recommend the base unit as **oz
cans.

(Interimfinal rule) Section 1.281(a)(5)(iii) requires
that the prior notice state the estimated quantity of food that
wi |l be shipped fromlargest container to smallest package size.
Sone exanples of quantity descriptions are: 100 cartons of 48/6
oz cans each of tuna; 100 pallets of 2/100 pound (lb) totes each
of frozen tuna loins for a total of 20,000 Ib; 100 pallets of
2/ 100 I b cartons each of dehydrated pig ears for a total of
20,000 I b; 100 cartons of 20 Ib of fresh waternel ons each carton
for a total of 2,000 I b, and 2,000 | b of wheat in bulk. A prior
notice will not be inadequate if the estimated quantity changes
bet ween the confirmation of prior notice and the tine of
arrival. The interimfinal rule does not require that a prior
notice be cancelled and resubmitted if the estimted quantity
changes after confirmation.

f. Lot or code nunbers or other identifier (Proposed §

1.288(e)(1)(v)). FDA proposed to require the subm ssion of the

| ot or code nunbers or other identifiers that are specific to
the article of food, if applicable, as an el enent of the
identity of the product (proposed 8§ 1.288(e)(1)(v)). Currently,
when entry information is presented to FDA through ABI/ACS, | ot

or code nunbers nmay be transmtted as “affirmations of



conpl i ance” and there nay be nore than one identifier
represented in an entry |ine.

(Comments) Comments state that the addition of |ot, code,
or other identifier information is burdensone and not val uabl e
for inspection purposes. |In addition, often the | ot nunbers are
simply unknown. Comments ask that FDA clarify, if this data
el ement is retained, what “l ot or code nunber or other
identifier” nmeans and how it should be entered, such as by bar
code, letters, or random nunber. Comments al so ask that FDA
consider that there is no |ot or code nunmber for bulk or
comm ngl ed products. Many comments suggest that FDA consi der
maki ng this data el ement voluntary or renoving it conpletely.

(Response) FDA agrees in part. The |ot or code nunbers
are the identification nunbers or code of a production |ot,
whi ch can nore specifically identify a product for screeni ng and
exam nati on purposes and for comunication within FDA and with
CBP and the grower or manufacturer, etc. For exanple, recalls
i nvolving serious health risks are often associated with a
specific production lot, such as counterfeit infant formula or
under processed canned food. FDA screening targets exam nations
based on information of public health enmergencies or recalls in
foreign countries. FDA regulations already require | ot/ code
identifiers for some foods. Currently, |ow acid canned foods,

acidified foods, and infant fornula are required to bear | ot



codes or other identifiers (see 21 CFR 113.60(c) (low-acid
canned foods); 21 CFR 114.80(b) (acidified foods); and 21 CFR
106.90 (infant forrmula | ow acid canned foods)). The interim
final rule requires |lot/code or other identifiers only for these
ki nds of articles of foods. Many ot her foods may have | ot or
code identifiers that are not required by FDA regul ation;

subm ssion of these identifiers is optional under the interim
final rule.

(Comments) Some comrents object to the l[imtation in the
proposed rule that each | ot nunber of a food would need its own
prior notice and asserted that FDA should permt nultiple |ot
nunbers to be identified in one prior notice.

(Response) FDA agrees. Miltiple | ot nunbers may be
identified for an article of food. The systens are set up to
permt such subm ssions.

(Interimfinal rule) Section 1.281(a)(5)(iv) provides that
| ot or code nunbers or other identifiers are required in a prior
notice for articles of food that are required to bear such
nunbers by the FD&C Act or by FDA regul ations. Subm ssion of
the required I ot/code identifier will be accommodat ed by ABI/ACS
as an affirmation of conpliance or through the FDA PN System
Interface. ACS currently allows for submssion of nore than one

affirmati on of conpliance per article of food. The FDA PN



SystemInterface will accept nore than one lot identifier per
article of food.
8. Manufacturer (8 1.281(a)(6) Proposed as 8§ 1.288(f))

As provided for in section 801(m (1) of the FD&C Act, FDA
proposed to require the subm ssion of the identity of the
manuf acturer of each article of food. The custons broker or
self-filer currently submts the identity of the manufacturer to
ABI / ACS when entry is nade, and it subsequently is transmtted
to OASIS.

(Comrents) Some conments state that sone foods are not
processed or manufactured food, e.g., certain wld-caught or
agricultural products; therefore, a manufacturer cannot be
identified.

(Response) FDA agrees. ldentification of a manufacturer
only is required for a food that is no longer in its natural
state. The FDA PN System Interface will recognize (by FDA
product code) these foods. The manufacturer field nust be
conpl eted for these foods (identified by FDA product code); if
it is not conpleted, the initial validation will reject the
subm ssi on through ABI/ACS or the FDA PN System I nterface.

Gui dance regardi ng FDA product codes that require prior notice,
whi ch FDA intends to issue before inplenentation of this rule,
will identify which product codes should be associated with a

manuf act ur er .



FDA al so recogni zes that if an article of food is sent by
an individual as a personal gift (i.e., for nonbusiness reasons)
to an individual, what wll be available to the sender wll be
the name and address of the firmthat appears on the |abel.
Thus, this information may be suppled and a registrati on nunber
need not be provided.

(Interimfinal rule) Section 1.281(a)(6) of the interim
final rule requires that the identity of the manufacturer of an
article of food that is a no longer in its natural state be
submtted as part of prior notice. However, if the article of
food is send by an individual as a personal gift (i.e., for non-
busi ness reasons) to an individual in the United States, the
nane and address of the firmthat appears on the |abel under 21
CFR 101.5 may be submtted.

9. Gower, If Known (8 1.281(a)(7) Proposed as 8 1.288(q))

As required by section 307 of the Bioterrorism Act, FDA
proposed to require the subm ssion of the identity of al
growers of each article, if known, and the growing |location if
different fromthe grower’s business address (proposed §
1.288(g)). If the subm ssion is anended, the proposed rule
required that the identity of all growers nust be provided if
known at the tinme of the anendnent (8§ 1.290(d)).

FDA solicited coments on whether the FD& C Act gives FDA

any flexibility to exenpt or otherwse treat differently so-



cal |l ed processed foods produced with products from nore than one
grower. FDA also solicited comments on whether the term
“grower” includes a harvester or collector of wild products,
e.g., sone fish and botanicals.

(Comments) A comment states that the agency does not need
to identify flexibility to exenpt processed foods produced with
products from one or nore grower, but rather should recognize
that there is not a grower of a processed food.

(Response) FDA agrees. Once an article of food, for prior
notice purposes, is no longer in its natural state, it has a
manuf acturer, but not a grower.

(Comments) A commenter states that it is an extrenely rare
occurrence for any single inported lot of a wild botanical raw
mat erial to have been collected by a single collector. Rather,
t he comment believes that the nost conmon practice of
consolidating a single lot of wld-harvested botanical raw
mat eri al involve the product of many dozen or even hundreds of
i ndi vi dual collectors.

(Response) FDA agrees and considers a harvester or
collector to be the grower for the purposes of this provision as
the definition of grower reflects 8 1.276(b)(6)). The interim
final rule also allows for the identification of a consolidator,

when the submtter does not know the identities of al



harvesters or collectors at the tinme of subm ssion of the prior
noti ce.

(Comments) Comments assert that if the grower is known,

t hen workl oad for subm ssion of prior notice will increase

i mrensely. The comrents reconmmend submitting a one-tine listing
of all growers that supply the inporting firmwth product and
the responsible party could update the list as needed or keep a
conplete grower list with each firmand supply it to FDA when
needed.

(Response) The proposed regul ation restated the statutory
requi renent. FDA does not agree that a |ist would satisfy the
statutory requirenment, as it would not tell FDA which grower was
associated with the particular article of food as envisioned by
t he statute.

(Comrents) Comments state that it is very difficult to
identify a grower for comm ngled products (fresh produce,
fishery products, and grain) and such identification is not a
typi cal industry practice. Conments also ask FDA to define
“bul k,” and specifically how to address this issue with bulk
grain.

(Response) There is only one grower per article of food
that is not in its natural state. Thus, tomatoes fromtwo
different growers are different articles of food offered for

pur poses of prior notice. However, FDA has decided that if the



identity of all growers is not known for an amount of raw
agricul tural product consolidated fromnore than one grower,

i ncluding grain or aquacultured fishery products, the
consolidator firmmy be identified in the grower identity data
field. FDA enphasizes that the submitter may opt to provide the
nane and address of the firmthat has consolidated the articles
of food fromdifferent growers or different grow ng | ocations
only when the submtter does not know the identity of any of the
growers of the consolidated food. |If the submtter knows the
identity of any grower for consolidated foods, a separate prior
notice nust be submtted for each article of food represented by
a known grower.

For exanple, if consolidator X conm ngles tomatoes fromb5
growers into one ot of 90 cartons and the submitter does not
know the identities of any of those 5 growers, then the
submitter may opt to provide the identity of consolidator X |If
consol idator X comm ngles tomatoes from 3 growers (growers A B
and C) into one lot of 90 cartons and, although the submtter
knows the identities of the growers, none of the tonatoes can be
associated with the grower (no grower specific identifier
acconpani es each carton), then the submtter may opt to provide
the identity of consolidator X

I f consolidator X conm ngles 30 cartons of tomatoes from

grower A with 30 cartons of tomatoes from grower B and 30



cartons of tomatoes fromgrower C and the submtter knows the
grower associated with each of those 30 carton lots, then each
of those 30 carton |ots represents an article of food and a
separate prior notice nust be submtted for each. However, if
consol i dator X conm ngles 30 cartons of tomatoes from grower A
with 60 cartons of tomatoes comm ngled from other growers and
the submtter knows the identity of grower A then that 30
carton | ot can be identified by grower and represents an article
of food. Two prior notices are required: The first prior

noti ce would cover 30 cartons of tomatoes and nmust identify
grower A; the second prior notice would cover the remaining 60
cartons, and the submtter nay opt to identify consolidator X

When bul k grains are conm ngled, they lose their
association with each grower and the identity of grain would
t hen be associated with the facility that comm ngled, i.e.,
consolidated, the grain in a silo or truck or rail car before
shi pment. The submitter nmay opt to provide the identity of this
consolidator in the prior notice.

(Comrent s) Comments suggest that FDA define “if known” and
provi de gui dance as to the extent of effort that should be
applied to find grower information and what will satisfy “if
known.”

(Response) Section 801(m (1) of the FD&C Act requires that

grower information be submtted (or provided to the transmtter



for submission) if it is known. Thus, this information is not
optional: If it is known by the submtter, it nust be

subm tted. For purposes of this rule, FDA considers the
information to be known if the submtter is aware of or |earns
the grower nane and grow ng | ocation due to business
relationships. FDA is not requiring the submtter to seek out
information of which the submtter is not aware. However, if
the identity of the grower is in the possession of the submtter
(e.g., on docunents), we believe the submitter is aware of the
identity of the grower.

(Comments) Conmments state that if know ng the grower is
such crucial information, then it should be nade mandatory.

(Response) Because the statute provides the identification
of the grower "if known," FDA does not have the authority under
section 801(m of the FD&C Act to require the identification of
the grower in cases where that identity is not known to the
subm tter.

(Interimfinal rule) Section 1.281(a)(7) requires that a
prior notice identify the grower, if known to the submtter for
an article of food that is in its natural state. |If a food
comes fromnore than one grower, a prior notice nust provide for
an article of food associated with each grower, if their
identity of that grower is known. As stated previously under

di scussion of product identity, an "article" refers to a single



food that is associated with the same conpl ete FDA Product Code,
t he sane package size, and the sanme manufacturer or grower. FDA
has determ ned that identification of the grower and the grow ng
| ocation address is a nore appropriate identifier than the
address of the grower. Therefore, FDA has revised the interim
final rule to require the grower name and growi ng |ocation. W
have elimnated the grower's address. The interimfinal rule
also allows that if the submtter does not know the identity of
the grower or, if the article of food has been consolidated, the
identity of any of the growers, the submtter may provide the
name and address of the firmthat has consolidated the articles
of food fromdifferent growers or different growi ng | ocations.
As stated previously under discussion of "manufacturer,"”
the FDA systemw || recogni ze (by FDA product code) which
products should be associated with a grower and will recognize
(by FDA product code) which products should be associated with a
manuf acturer. Thus, if the manufacturer field is conpleted for a
food that is in its natural state (as identified by FDA product
code), the systemw |l not accept the transm ssion. GCuidance,
whi ch FDA intends to issue before inplenentation of this rule,
regardi ng FDA product codes that require prior notice wll
identify which product codes should be associated with a grower.
Subm ssion of prior notice via the FDA PN System Interface wll

all ow for associati on of “header information” with an article of



food so that the transmitter would only have to identify list
each grower and grow ng | ocation. Each would be identified with
a separate PN Confirmati on Nunber associated with an entry
identified. (See description under discussion of |ot/code
identifier in the previous paragraph in section Ill1.H 7.f of
this docunment.) A simlar capability may be possible for

subm ssi on through the ABI/ACS interface, but that is dependent
upon the ABI software used by the broker or self-filer.

10. FDA Country of Production (8 1.281(a)(8) Proposed as §

1.288(h)—Origi nating Country)

As provided for in section 801(m (1) of the FD&C Act, FDA
proposed to require the subm ssion of the identity of the
originating country of the article of food (proposed 8§
1.288(h)). This termwas defined in proposed 81.277(c)(2) as the
country where the article of food was grown and harvested or if
manuf act ur ed/ processed, where the article of food was produced.
It is proposed, that if the article of food is wld fish or
seafood and it is harvested in the waters of the United States
or by a U S. flagged vessel or processed aboard a U.S. flagged
vessel, the FDA Country of Production is the United States.

(Comments) Comments ask that FDA clarify which country
shoul d be identified when the nmaj or conponent of the final
processed food may have cone from a nunber of countries.

Comrents point to blended or decaffeinated coffee or apple juice



produced from fresh apples and apple concentrates from nore than
one country as exanples of such foods. Comments al so ask that
FDA clarify the definition of “originating country” to nean the
country in which the product was | ast processed.

(Response) For a food that is no longer in its natural
state, the FDA Country of Production is the country where the
article of food was nade. Therefore, for a food such as
decaf fei nated coffee or apple juice, the FDA Country of
Production is the country in which the facility that nmade the
food is |ocated. For exanple, if the decaffeinated coffee is
produced in Country C by decaffeinating a blend of coffees from
Country A and Country B, the FDA Country of Production is
Country C.

(Interimfinal rule) The interimfinal rule in §
1.281(a)(8), requires that a prior notice contain the FDA
Country of Production of the article of food being inported or
offered for inport into the United States. As set out in its
definition at 8 1.276(b)(4), the FDA Country of Production is,
for an article of food is in its natural state, the country
where the article of food was grown, including harvested or
coll ected and readied for shipment to the United States. |If,
however, an article of food is wld fish, including seafood,

t hat was caught or harvested outside the waters of the United

States or by a that is not registered in the United States, the



FDA Country of Production is the country in which the vessel is
registered. For a food that is no longer in its natural state,
the FDA Country of Production is the country where the article
of food was nmade. However, if an article of food is wild fish
i ncl udi ng seaf ood, that was nade aboard a vessel, the FDA
Country of Production is the country in which the vessel is
registered. The interimfinal rule also provides that the FDA
Country of Production of food grown and harvested or collected
or made in a U S. Territory is the United States.

11. Shipper (8 1.281(a)(9) Proposed as 8§ 1.288(i))

As provided for in section 801(m (1) of the FD&C Act, FDA
proposed to require the subm ssion of the identity of the
shi pper of the article of food (proposed 8 1.288(i)). The
shipper is typically not the carrier.

(Comrents) A comrent states that this information could be
obtai ned from Custons' AMS.

(Response) Al though CBP's AMS contains informtion
concerning the shipper, that information is located in the AMS
nodul e of ACS and is not currently available to FDA, as required
under section 801(m of the FD&C Act, which provides that the
informati on nust be submitted to FDA. CBP and FDA have concl uded
that it is not practical, at this tinme, to attenpt to nodify AVS

and the ACS-OASIS interface to provide this information to FDA



(Interimfinal rule) 8§ 1.281(a)(9) requires that the
shi pper be included in a prior notice. The interimfinal rule
defines shipper (8 1.277(b)(12)) as the owner or exporter who
consi gns and ships the article of food froma foreign country or
the person who sends an article of food in international mail to
the United States.

12. Country From Which the Article Is Shipped (8 1.281(a)(10)

Proposed as § 1.288(j))

As provided in section 801(m (1) of the FD&C Act, FDA
proposed to require the subm ssion of the identity of the
country fromwhich the article of food was shi pped (proposed 8§
1.288(j)). This termis defined in proposed § 1.277(c)(3) as the
country in which the article of food was | oaded onto the
conveyance that brings it to the United States.

(Comments) Several comments state that this provision
woul d require subm ssion of information that FDA coul d obtain
from Custons' AMS.

(Response) Al though AMS contains information concerning
the country fromwhich the article of food is shipped, that
information is located in the AMS nodul e of ACS and is not
currently available to FDA, as required under section 801(n) of
the FD&C Act which provides that the information nust be

submtted to FDA. CBP and FDA have concluded that it is not



practical, at this tinme, to attenpt to nodify AMS and t he
ACS/ OASI S interface to provide this information to FDA
(Interimfinal rule) Section 1.281(a)(10) requires that
the country fromwhich the article is shipped be included a
prior notice. The interimfinal rule defines the country from
which the article is shipped (8 1.277(b)(3)) as the country in
which the article of food is | oaded onto the conveyance t hat
brings it to the United States.

13. Anticipated Arrival Infornation (8 1.281(a)(11) Proposed as

8§ 1.288(k))-Anticipated Port of Entry, Anticipated Date of

Arrival, Anticipated Tinme of Arrival)

FDA proposed to require the subm ssion of the anticipated
port of entry (defined as port of arrival), the anticipated date
and anticipated tinme when the article of food will arrive at the
port of entry in the United States (proposed 81.288(k)) to
coordi nate resources for inspections, exam nations, or sanpling.
FDA al so proposed to require the prior notice to be updated if
any of the anticipated arrival information changes after the
subm ssion of the prior notice (proposed § 1.288(k)(2)).

Updat es were deened necessary so FDA could change its plan for
coordi nati ng resources when anticipated arrival information
changes.

a. General coments. (Conments) Comments state that the

proposed rule is nore restrictive than the Bioterrorism Act.



O hers suggest that inporters would have to work 24 hours a day,
7 days a week and that the proposed rule would elimnate their
current nethods of doing business. Several commenters ask FDA
to recognize commercial realities of weather and traffic
problens that result in port and arrival tinme changes and to
provide nore flexibility on the information requirenments or
elimnation of the requirenents altogether. Comments state that
a lack of flexibility would anbunt to a limtation of the port
that is prohibited by the Bioterrorism Act and coul d i npede
trade. O her comments state flexible arrival requirenments are
what Congress envi sioned and ask that FDA not refuse food at the
border based on inadequacy of anticipated arrival information,
changes in border crossing, and other problens beyond the
control of the inporter

(Response) The interimfinal rule requires that the prior
notice identify the anticipated port of arrival. This
information is necessary to ensure FDA can plan for inspections
and conmuni cate with CBP. FDA believes that the reduction of
the tinmefranme for providing prior notice will reduce the nunber
of changes that occur to the arrival information after
subm ssion. However, FDA al so recognizes the realities of
weat her and traffic changes and has witten the interimfinal

rule to accommpdat e t hese vari ances.



As section 801(m (1) of the FD&C Act prohibits any
[imtation on ports, a prior notice will not be inadequate if
the anticipated port of arrival, the anticipated date of
arrival, or the anticipated tinme of arrival changes between the
time of confirmation of prior notice and the tinme of arrival.
This is reflected in 8 1.282(a) of the interimfinal rule that
specifies what changes in information require resubm ssion of a
prior notice. However, if FDA has determned that the article
of food nust be exam ned upon arrival and the antici pated
arrival information has changed since tinmely subm ssion of the
prior notice, the article may be held by CBP at the port of
arrival until the exam nation can be perforned.

b. Anticipated port of arrival. (Coments) Comments

state it was unclear whether the prior notice was to specify a
particular bridge crossing or the port itself.

(Response) The anticipated arrival informtion nust
specify the anticipated port of arrival and, if there is nore
t han one crossing location within that port, the anticipated
crossing. For the nost part, this applies to ports along the
northern and southern borders of the United States where there
are several crossings over many mles, but all are included in
the sanme port. For exanple, a food arriving at the port of
Buf fal o-Ni agara Falls may cross at the Peace Bridge or the

Lew ston Bridge. For the purpose of this rule, to facilitate



i nspection, the identification of the bridge is required.
However, the prior notice wll not be inadequate if the
anti ci pated crossing changes between the tinme of confirmation of
prior notice and the tine of arrival

(Comments) Several comments ask that FDA allow inporters
to choose alternate border crossings or ports because of
possible traffic del ays and adverse weather conditions for air
and | and nodes of arrival, or changing flight destinations for
air nodes of arrival. Comments state inporters and even
shi ppers and carriers do not know which border crossing will be
used until the food arrives. Some comments note that portions of
food may be di scharged at different ports of arrival at the
di scretion of the carrier due to cargo space and wei ght
[imtations.

(Response) As noted previously, FDA agrees that arrival
| ocations and tines nay change due to business practices,
i nclement weather, and traffic conditions. The interimfinal
rul e requires the subm ssion of anticipated arrival information.
Thi s means that what nust be submitted are the port, crossing
| ocation, date, and time that are known to the submtter at the
time that prior notice is submtted to FDA. The interimfina
rule does not require that prior notice be cancell ed and
resubmtted if this informati on changes after FDA has confirned

the prior notice for review. A prior notice will not be



i nadequate if the anticipated port of arrival (including
crossing location), the anticipated date of arrival, or the
anticipated tinme of arrival changes between the confirmation of
prior notice and the tine of arrival

c. Anticipated date/tine of arrival. (Comments) Sever al

comments ask for clarification on the definition of tinme of
arrival. For arrival by water, coments suggest defining
arrival as the tine the vessel reaches the entrance to the
seaport where the inporter will be taking delivery, the tine the
vessel reaches the port, or the time the vessel is unloaded.
For arrival by land and air, comments suggest defining arrival
as the time the vehicle reaches the border crossing, the tine
the vehicle reaches traffic backed up at the border crossing, or
the tinme CBP begins processing the vehicle.

(Response) The interimfinal rule requires subm ssion of
anticipated tine and date of arrival to provide FDA with
i nformati on needed for planning resources for exam nations of
food at the border. From FDA' s standpoint, “tinme of arrival”
relates to when the food will first becone available for
exam nation at the border. For vessels, this would be when the
vessel docks in the port. For planes, this would be when the
pl ane | ands. For |and vehicles, such as trucks, buses, and

trains, this would be when they cross at the border.



(Coments) Some comments ask for clarification regarding
which time zone to use. Comments are concerned that, due to
time zones, food nmay appear to arrive in the United States
before it |leaves the country fromwhich it is shipped. Sone
coment s suggest FDA use the tinme zone of the port of arrival.

(Response) The anticipated tine and date of arrival
relates to the tine zone of the anticipated port of arrival.
The tinme of prior notice subm ssion, anticipated arrival, and
actual arrival are all based on local tine at the port of actual
arrival .

(Comrents) Several comments state that it was inpossible
for inmporters to know the exact tinme of arrival until the food
arrives because of possible traffic delays and adverse weat her
conditions for air and | and nodes of arrival, or changing flight
destinations for air nodes of arrival. Oher coments state
t hat shi ppers and even carriers do not know when the truck wll
arrive. However, sone comments note that exporters would be
likely to know what flight the shipnent was on.

(Response) The interimfinal rule requires the anticipated
time and date of arrival. This is the tine and date the
submitter anticipates that the food will arrive at the port of
arrival at the tine the prior notice is submtted and confirned

for FDA revi ew.



(Comrent s) Conments al so suggest that FDA obtain the
arrival information from AVS.

(Response) Al though AMS contains sone of this information,
the information is |located in the AMS nodul e of ACS and is not
avail able to FDA, as required under section 801(m of the FD&C
Act, which provides that the information nust be submtted to
FDA. CBP and FDA have concluded that it is not practical, at
this time, to attenpt to nodify AMS and the ACS-QASIS interface
to provide this information to FDA

(Comrents) Several comments state that the 4-hour w ndow
for updates of arrival time is too small and woul d cause del ay
in the arrival of food and create extra work in the form of
amendnents. Thus, the comments concl ude the 4-hour w ndow is
unr easonabl e and shoul d be renbved. Coments note that even the
best-intentioned carrier could fail to make the appoi nt nent
because of waits of at least 5 hours at the borders. Qhers
state additional delays occur on the Mexican border because the
| oads nust change carriers. Some comments state that it was
nearly inpossible to predict an arrival time for a vessel within
a 4- hour wi ndow because ships may arrive in port several days
ahead or behind schedule and may sit in a harbor for hours or
days before being granted perm ssion to dock. Thus, these
comment s concl ude the wi ndow for updates is not realistic for

sea transportation. Qhers state the wi ndow for updates is



impractical for rail transportation. |Inporters of live aninmals
comment that the wi ndow for updates would be inpossible to neet.
Several comments suggest that FDA seek alternatives. One
coment suggests a 6-hour wi ndow for updates. Another suggests
inporters be permtted to provide prior notice to FDA 2 hours
before the carrier reaches the border. One coment suggests
that prior notices identifying certain FDA-sel ected border
crossings not be held to the arrival tinme and not be required to
update the prior notice at the tine of arrival.

(Response) The interimfinal rule requires subm ssion of
anticipated arrival information to provide FDA with information
necessary for planning exam nati ons and comunicating with CBP
for enforcenent and exam nation purposes. FDA believes that the
requi renent for submitting anticipated arrival informtion
serves these purposes. FDA has decided to delete the
requi rements for updating anticipated arrival information
because of the reduction of the tinme requirenents for
submi ssion. FDA recogni zes that sonme of the anticipated
information may change after subm ssion due to unforeseen
ci rcunst ances, such as business practices of carriers, weather
conditions, and traffic conditions.

(Interimfinal rule) The interimfinal rule (8
1.281(a)(11)) requires the subm ssion of the anticipated port of

arrival, including crossing |ocation, if applicable, and the



anticipated date and anticipated tinme when the article of food
will arrive at that port. The interimfinal rule does not
require that this information be updated if it changes after
prior notice had been confirmed by FDA for review. The interim
final rule does not require that a prior notice be cancelled and
resubmitted if any of the anticipated arrival infornmation
changes after confirmation.

14. Port \Where Entry WII| be Made for Custons Purposes (Proposed
8§ 1.288(1))

FDA proposed to require the subm ssion of the
identification of the port where entry wll be nmade for Custons
purposes (8 1.288(1)). Oten, this port is different fromthe
port where the article of food arrived in the United States. FDA
proposed that this information is necessary to facilitate
communi cation with CBP and FDA field offices concerning the
adequacy of the prior notice and to enable FDA to coordinate
resources for inspections, exam nations, or sanpling.

(Comments) A comment questions the useful ness of the
i nformati on and asks that FDA del ete the requirenment because the
Custonms and FDA ports of entry can be different ports. Another
coment states that providing the information woul d cost
addi tional resources and tine for investigation.

(Response) FDA agrees. Due to interfacing with ABI/ACS

and devel opnent of various neans of conmmunication with CBP, this



information is no | onger necessary in the prior notice
subm ssi on. Accordingly, FDA has elimnated this information
requirenent in the interimfinal rule.

(Interimfinal rule) The interimfinal rule does not
requi re subm ssion of the port where entry will be made for
Cust ons pur poses.

15. Anticipated Date of Custons Entry (Proposed § 1.288(m)

FDA proposed to require the subm ssion of the anticipated
date of entry for U S. Custons purposes (proposed § 1.288(m).
FDA proposed that this information is critical to enable it to
al l ocate resources for inspecting inported food shipnents and
efficient communication with and between CBP and FDA field
of fices.

(Comrent s) Several coments ask that FDA elim nate this
requirenent. Comments note that the Custons date of entry is
not required by the BioterrorismAct. Coments state that since
the Custons entry mght be a considerable distance fromthe
actual port of arrival, the date of Custons entry is difficult
to predict. Another coment questions the useful ness of the
Custons date of entry in determ ning whether to inspect the
products at the port of arrival. A few comments ask for
clarification of the Custons entry process.

(Response) FDA agrees. FDA has elimnated the Custons

date of entry in the interimfinal rule. Due to interfacing



wi th ABI/ACS and devel opnent of various nmeans of comruni cation
with CBP, this information is no | onger necessary in the prior
noti ce subm ssi on

(Interimfinal rule) The interimfinal rule does not
requi re subm ssion of the anticipated date of Custons entry.

16. Inporter, Omer, Utimte Consignee (8 1.281(a)(12),
(a)(13), and (a)(14) Proposed as 8§ 1.288(n), (o), and (p))

Under section 801(m(2)(B)(i) of the FD&C Act, an article
of food that is inported or offered for inport with inadequate
notice may not be delivered to the inporter, owner, or
consi gnee. Thus, FDA proposed to require their identities so
that FDA can take steps to ensure that food refused adni ssion
under section 801(m of the FD&C Act is not delivered to them
illegally. FDA proposed that only one inporter, owner, and
consi gnee could be identified for each prior notice.

(Conments) Some comments argue that section 307 of the
Bi oterrorism Act does not require the prior notice to identify
the inmporter, owner, or consignee of the article of food that is
the subject of the notice. They recomend that this requirenent
in the proposed rule be elimnated as beyond the scope of the
statute and unnecessary for the purposes of section 307 of the
BioterrorismAct. One conmment argues that FDA should not require
subm ssi on of information about the consignee. However, another

comment states that the |level of detail required is generally



consistent with the informati on submtted by custons brokers
acting as agents for inporters of record.

(Response) As requested by sone of the coments, FDA
consi dered deleting this information or making identity of
inporter, owner, and ultinmte consignee optional. However,
section 801(nm of the FD&C Act explicitly prohibits delivery of
an article refused under section 801(m to the inporter, owner,
or consignee. Section 801(l) of the FD&C Act |ikew se prohibits
delivery of an article of food that has been inported from an
unregi stered foreign facility that is required to be registered
under section 415 of the FD&C Act and 21 CFR part 1, subpart H.
If we do not know the identity of these persons, we cannot
determne if an article of food that has been refused or placed
under hold has been illegally diverted and deli vered.
Accordingly, we have determned that this information is
critical to ensure that we can efficiently enforce the
prohibitions in section 801(m and (l). In requiring this
information, FDA is relying on both sections 801(m and (I) and
701(b) of the FD&C Act.

Moreover, information identifying the inporter of record
and consignee is currently provided as part of the existing
entry process (under OVB control nunber 0910-0046). Under the
interimfinal rule, the CPB and FDA entry subm ssion nmay be used

to satisfy prior notice. W estimate that 80 percent of prior



notices will be submtted through the CPB ABI/ACS entry process.
We are concerned that deleting this information or making it
optional for prior notice purposes could create considerable
confusi on about whether the information was still required for
entry and adm ssibility purposes. For FDA, these pieces of

i nformati on are necessary for adm nistering section 801(a) of
the FD&C Act and its inplenenting regul ations, which require
that FDA provide notice of sanpling and notice of intent to
refuse adm ssion to the owner or consignee. |Indeed, the
identities of consignees and inporters of record have |ong been
provided to FDA. Prior to the availability of OASIS, FDA was
provided with this information about inported foods on the FDA
Form 701 (Ref. 18). In addition to the nane and address of the
i nporter of record and the consignee, FDA Form 701 i ncl uded

i nformati on such as: entry nunber and date, bill of |ading
nunmber, port of lading, country of origin, port of unloading,
port of entry, value, container nunber, vessel nane, arrival
date, location of |lot, date avail able, contact phone nunber,
broker identification, manufacturer/shipper, quantity, packaging
description, and a description of the food including the Food
Canni ng Establishnent nunber. Since the availability of QASIS,
all information that has been submtted through the ABI/ACS
interface has al so included nane and address of the inporter of

record and the ultimte consignee. Those who do not provide



entry information electronically through ABI/ACS subnit a
“paper” entry to CBP and al so provi de FDA paper notification
that includes information on inporter and consignee. Sone stil
use the FDA Form 701

(Comments) One comment asserts that the identity of the
consignee is proprietary, inplying that it is protected from
di scl osure to FDA

(Response) Wiere consignee information is proprietary, it
is likely to be "confidential comercial information" and
protected from public disclosure. However, the fact that it is
considered "proprietary" is not a bar to requiring it in prior
notice and entry subm ssions.

(Comrents) Other coments ask that FDA decrease the burden
of providing this information by using the registrati on nunber,
whi ch FDA could use to obtain the other identity information
elements fromits databases

(Response) FDA agrees in part. Although the interimfinal
rul e does not require the registrati on nunbers of the inporter,
owner, or ultimte consignee, the FDA PN System Interface all ows
for subm ssion of the nane of the firmand |imted address
information (city and country) when a registration nunber is
provi ded.

(Comrents) Ot her conments seek to decrease the burden by

asking FDA to require information regarding the entity



submtting the prior notice, which could be the inporter, owner,
or consignee, but not regarding all three. Another comrent
concedes that FDA should require the identification of the
owner, but that the owner is often the inporter or the

consi gnee.

(Response) FDA agrees. The FDA PN System Interface
provides the transmtter with the ability to easily repeat
information, e.g., the submtter is the same as the inporter or
the owner is the sane as the ultimte consignee. This feature
may al so be avail able for subm ssion through ABI/ACS, depending
on the specific ABlI software used by the custons broker or self-
filer. The identity of the owner is only needed if it is not
the same as the inporter or the ultimte consignee.

(Comrents) Several conments state that FDA should be able
to communicate its adm ssibility decisions and deci sions about
prior notice adequacy with the inporter.

(Response) As set out in the interimfinal rule, in the

first instance, the carrier will be notified regarding refusals
under section 801(nm of the FD&C Act. Information identifying
the inporter will allow FDA to followp with the inporter and

devel op procedures for notifying themas well.
(Comments) A comment asks that FDA define “inporter”
consistently with CBP. Another comment expresses confusion as

to the nmeaning of the term “owner,” asking whether the



requi renent for the owner's identity in the prior notice refers
to the owner of the article of food at the tinme it arrives at
the port of arrival.

(Response) FDA believes that the persons affected by this
interimfinal rule will know, in nost situations, what entities
are referred to by the terns “inporter” and “owner” since these

terms are commonly used in inportation, including the CBP entry

process. |If experience with this interimfinal rule indicates
confusion regarding these terns, then FDA will issue gui dance on
t hem

Regarding the term "inporter," FDA agrees with the
comment. The agency believes this termshould be interpreted
the sane as "inporter of record" as that termis used by CBP in
regard to the entry of nerchandi se.

Regarding the term “owner,” FDA agrees that this is the
owner of the article of food at the tinme of arrival. However,
if a prior notice is given after the article is refused under
section 801(m (1) of the FD&C Act, then the owner is the owner
or the article of food at the tine the prior notice is
subm tted.

(Comrents) Comments ask FDA to |imt the information
required to identify the inporter, owner, and consignee to the
registration nunber, which FDA could use to obtain the other

identity information elenents fromits databases. In this way,



comments seek to decrease the burden of prior notice subm ssion
by avoi ding manual entry of addresses. Oher comments seek to
decrease the burden by asking FDA to require information
regarding the entity submtting the prior notice, which could be
the i nporter, owner, or consignee, but not regarding all three.
(Response) The interimfinal rule does not require the
regi stration nunber of the inporter, owner, or ultimte
consi gnee. However, if a registration nunber is provided, city
and country may be provided instead of the full address.
(Comrents) A comment states that the identification of the
i nporter, owner, and consignee could be obtained from AMS.
(Response) Al though AMS may contain i nformation concerning
t he consignee, that information is |ocated in the AVS nodul e of
ACS and is not available to FDA, as required under section
801(m of the FD&C Act, which provides that the information nust
be submtted to FDA. CBP and FDA have concluded that it is not
practical, at this tine, to attenpt to nodify AMS and the
ACS/ OASI S interface to provide this information to FDA
(Interimfinal rule) Section 1.281(a)(12), (a)(13), and
(a)(14) of the interimfinal rule require subm ssion of
information that identifies the inporter, owner, and ultimate
consi gnee. However, the identification of the inporter, owner,

and ultimte consignee are not required if the article of food



is inmported or offered for inport for transshi pment through the
United States under a T&E bond.
17. Mbde of Transportation (8 1.281(a)(15))

In the proposed rule, the timeframe for prior notice was
the sanme for all inports, regardl ess of node of transportation.
Thus, FDA did not propose subm ssion of the identification of
t he node of transportation.

(Coments) No comrents were received on identification of
the node of transportation. However, as discussed earlier, many
comments recomrend that FDA should set the tinmefranmes for prior
noti ce by node of transport. FDA agrees and has revised the
ti mef rames accordingly.

(Response) In the interimfinal rule, the tinefranes are
tied to node of transportation. Thus, node of transportation is
necessary to cal cul ate when prior notice is tinely. I n
addition, FDA has determned that, for submtting prior notice,
identification of the node of transportation is necessary for
identification of the article of food at the tinme of arrival for
t he purposes of planning exam nations and communi cating with CBP
for enforcenent and exam nation. This information currently is
provi ded to FDA by custons brokers or self-filers through ACS.

(Interimfinal rule) Section 1.281(a)(15) requires
subm ssion of information concerning the node of transportation

except for those prior notice subm ssions covering articles of



food arriving by international nmail. For subm ssions through
ABI/ACS, this information will take the formof the current ABI
requi renents for declaration of node of transportation. For
subm ssi ons through the FDA PN System Interface, selection of
the node of transportation will be accommpdated by a drop- down
menu.

18. Carrier (8 1.281(a)(16) Proposed as 8§ 1.288(Q))

FDA proposed to require the identity of each carrier or
transporter firmthat transports the article of food fromthe
country fromwhich the article was shipped into the United
States, including the subm ssion of the SCAC. ldentification of
the carrier is necessary to enable FDA and U S. Custons to
identify the appropriate article of food for inspection or
hol di ng when the food arrives in the United States. FDA notes
that a carrier typically is a different firmthan the shi pper.
The broker or self-filer currently submits carrier information
to ABI/ACS when entry is nmade, and it later is transmtted to
OASI S.

(Comrents) Comments agree that this information is hel pful
and necessary for locating cargo. Comments note that carrier
information is currently submtted to CBP via ABI/ACS to OASI S.
O her comments state that accurate carrier information cannot be

provi ded by 12 noon the day before arrival.



(Response) FDA believes that identification of the carrier
is necessary for the purpose of response to prior notice, both
for exam nation purposes and communi cation with CBP. The
shortened timefranes resolve the concern that the carrier may
not be known by noon the day before arrival, to the extent
possi bl e, given the mandate from Congress to require prior
noti ce.

(Comrents) Comments ask that FDA elimnate the requirenent
toidentify multiple carriers, suggesting that the only
pertinent carrier is the one arriving at the U S. port.

(Response) FDA agrees and has elim nated the requirenent
to identify each and every carrier that transported the article
of food fromthe country of production to the United States,
i.e., multiple carriers. The interimfinal rule requires
subm ssion of the identity of the carrier that is or will be
carrying the article of the food fromthe country fromwhich the
article is shipped to the United St ates.

(Interimfinal rule) Section 1.281(a)(16) requires
subm ssion of the carrier’s SCAC or | ATA code. If these codes
are not applicable, the carrier’s nane and country nust be
subm tt ed.

19. Planned Shipnent Information (8§ 1.281(a)(17))
The proposed rule did not require subm ssion of planned

shi prment i nformation beyond identification of the carrier.



(Coment s) Some comments suggest that, in addition to
carrier information, FDA should require vessel nane,
voyage/ flight nunbers, and bill of |ading informtion.

(Response) FDA agrees. FDA has determ ned that additional
pl anned shi pnent information is necessary for identification of
the article of food for exam nation and comuni cation with CPB
The requirenent is to provide planned shipnment information as it
exi sts when the prior notice is submtted. FDA recognizes that
sonme of this information may change after the prior notice has
been submitted and has addressed this in 8§ 1.287(a), which
speci fies when changes require resubm ssion to FDA. Mst of
this information is currently submtted to FDA by custons
brokers or self-filers through ABI/ACS. The planned shi pnent
information is necessary to ensure the effective enforcenent of
section 801(m of the FD&C Act. FDA and CBP have determ ned
that the planned shiprent information includes subm ssion of HTS
code information. The HTS code is particularly critical for
comuni cati on between FDA and CBP for shipnents that are entered
for transportation in-bond w thout appraisenent under 19 U S. C
1552 or 1553, and identification of the HTS will assist CBP in
the efficient processing of prior notice through ACS. CBP uses
the HTS nunber in ACS to ensure that the required FDA
i nformati on acconpanies the entry or entry summary transmtted

through ABI/ACS to OASIS. For prior notices submtted through



the FDA PN System Interface, the HTS nunbers are needed to
ensure that the data collected fromthe Custons entry when it is
transmtted through ABI/ACS can be matched to prior notice.
(Interimfinal rule) Section 1.281(a)(17) requires

subm ssion of the follow ng planned shipnent information, as
appl i cabl e, based on the node of transportation:

Airway bill nunber(s) or bill of |ading nunber(s) (not

applicable to food carried by or otherw se acconpanyi ng an

i ndi vi dual ) ;

For food arriving by ocean vessel, vessel nane and voyage

nunber ;

For food arriving by air carrier, flight nunber;

For food arriving by truck, bus, or rail, trip nunber;

For food arriving as containerized cargo by water, air, or

| and, contai ner nunber(s);

For food arriving by rail, car nunber (not applicable to food

carried by or otherw se acconpanying an i ndividual);

For food arriving by privately owned vehicle, the |license

pl ate nunber and state or province; and

The 6-digit HTS code that is applicable to the article of

f ood.

The interimfinal rule does not require that prior notice

be cancelled and resubmtted if this informati on changes after

FDA has confirmed the prior notice for review. A prior notice



will not be inadequate if any of the planned shipnent

i nformati on changes between the confirmation of prior notice and
the tine of arrival.

20. International Mail (8 1.281(b))

FDA did not propose separate information requirenents for
prior notice for food inported or offered for inport by
international mail.

(Comrents) No conments were received on information
requi renents for food inported or offered for inport by
i nternational mail

(Response) For clarity and ease of reference, the interim
final rule segregates the information required in prior notice
subm ssions for food arriving by international mail. In
addition, FDA has clarified the information required in three
i nstances. FDA has replaced anticipated arrival information
with planned date of mailing. FDA has determ ned that
identification of the recipient of an article of food arriving
by mail is necessary instead of the inporter, owner, or
consignee. Thus, the interimfinal rule requires the
identification of the recipient by nanme and address for food
arriving by international mail. Finally, we also have not
i ncluded information identifying the node of transportation,
carrier, planned shipnent information, and hold information, as

this information is not relevant to mail inports.



(Interimfinal rule) See table 1A in section I1.J of this
docunment for the information requirenents for food inported or
offered for inport by international nail
21. Refused Food (8§ 1.281(c))

FDA did not propose separate information requirenents for
prior notice for food refused because of inadequate prior
noti ce. However, proposed 8 1.288(d) required identification
of the | ocation where the food is being held after the food had
been refused for inadequate prior notice. This information is
necessary to ensure FDA can |l ocate the food for inspection and
to ensure conpliance with the hold requirenent.

(Coments) No conments were received on separate
information requirenments for food refused because of inadequate
prior notice. However, comrents ask for clarification that the
hold | ocation information is only necessary if the prior notice
was absent or inadequate, e.g., the article of food has been
refused under section 801(m of the FD&C Act.

(Response) FDA agrees. For clarity and ease of reference,
the interimfinal rule segregates the information required in
prior notice subm ssions for food refused because of inadequate
prior notice. Subm ssion of the hold location information is
not necessary for prior notice subm ssions covering an article

of food arriving by international mail.



(Interimfinal rule) See table 1A in section Il1.J of this
docunent for the information requirenents for food refused under
section 801(m of the FD&C Act.

(Summary of the interimfinal rule) Table 1A in section
I1.J of this docunent shows a sunmmary of all information
required by 8 1.281(a), (b), and (c). For clarity, the table
also identifies under what circunstances certain information is
not required, e.g., registration nunbers.

. “What Must You Do If Informati on Changes After You Have

Recei ved Confirnation of a Prior Notice From FDA?” (Section

1.282 Proposed as 88 1.289 through 1.294)

1. “What Changes Are Allowed to a Prior Notice After It Has Been
Submitted to FDA?” (Proposed § 1.289)

FDA proposed to allow changes to certain information in
the prior notice after a prior notice was submtted. FDA
proposed to all ow armendnents to the product identity information
when conpl ete product identity did not exist by the deadline for
t he subm ssion of a prior notice and updates to arrival
i nformati on. The proposed rule also required that, if the
identity of the grower was not known at the tine of initial
subm ssion of the prior notice, but was known at the tinme of
subm ssi on of anended or updated information, the identity of
all known growers nmust be submtted. The proposed rule required

that, in the event that other information in the prior notice



changed, no anmendnent or update was permtted, and the prior
noti ce nmust be cancelled and resubmtted.

(Comments) Comments ask FDA to be nore flexible in
all owi ng changes to prior notices. Sone comments state that the
time periods for prior notice and anendnents and updates are not
wor kabl e and shoul d be made flexible. Coments note that
requiring notice by noon of the day before the anticipated
i mportation would cause an i ncreased anount of anmendnments and
updat es.

Some comments note that the high degree of detail required
in the prior notice will increase the need for anendnents and
that the likelihood of amendnents will be nore than FDA
estimated. Some comments state that if the tinmeframe for
submitting prior notice was changed, i.e., shortened to 4 hours
for land and air and 8 hours for water, then amendnents and
updat es woul d not be necessary.

(Response) FDA agrees with the comments that state that if
t he deadline for subm ssion of prior notice were reduced,
anmendnent s and updates woul d not be necessary. FDA has chosen
tinmeframes that provide it with very little leeway in the tine
it has to “receive, review and respond” to the prior notice
subm ssions. Thus, we concluded that we could no | onger permt
changes to prior notice without restarting the clock. In

addi tion, the use of ABI/ACS precludes anmendnents and updat es:



changes to ABO ACS subm ssions that have been electronically
transmtted to FDA's OASI S and confirmed by FDA for review are
not feasible because CBP al so needs finality so it can conplete
its own screening of the entry. Therefore, the interimfinal
rule does not allow for changes to a prior notice after the
transmtter has been notified that FDA has confirmed the prior
notice for review

(Comrents) One comment asks that FDA clearly define the
ci rcunst ances under whi ch updates and anendnents to subm ssions
of prior notice nust be nade. One comrent asks FDA to clarify
that a change in the anticipated arrival information is not the
same as a product identity amendnent and, therefore, is not
subj ect to the sane mandates as the procedure for changes in the
product identity.

(Response) Because the interimfinal rule does not provide
for amendnments and updates, there is no need to address these
comments asking for clarification

(Comrent s) Some conments suggest that FDA al |l ow amendnents
to all information in the prior notice. Sonme comrents state that
it is likely that conpanies filing nunerous prior notices wll
i nadvertently make clerical errors, such as tel ephone or fax
nunbers, Custons ACS entry |line nunbers, or Custons entry type.
O hers ask for clarification of any penalties associated with

cancell ation of a prior notice and resubm ssion of a correct



noti ce.

(Response) FDA believes that the reduction of the deadline
for subm ssion of prior notice and the revisions to the
information required have elimnated nmuch of the need for
anendnents. FDA notes that transmtters should try to avoid
clerical errors that could result in unnecessary rejections or
refusals. To assist, FDA has designed the FDA PN System
Interface to review presentation of sone information before
confirmation. The FDA PN SystemlInterface will reject certain
information if it is in the wong format or does not match FDA's
dat abases and the transmtter will be given an opportunity to
make corrections during the subm ssion process, before notice of
confirmation from FDA that the prior notice has been submtted
for review The interimfinal rule provides for no penalty if a
prior notice is cancelled. If prior notice has been submtted
and confirnmed and the food is no | onger inported or offered for
import, the prior notice should be cancell ed. However, if the
article of food is still inported or offered for inport into the
United States, subm ssion of a corrected and tinely prior notice
IS necessary.

(Interimfinal rule) Section 1.282 of the interimfinal
rule requires that if the information except estinmated quantity,
anticipated arrival information, and planned shi pnment

i nformati on changes after the transmtter receives notice that



FDA has confirnmed the prior notice for review, the prior notice

shoul d be canceled. |If the article of food is still intended
for inport or will be offered for inport, the prior notice nust
be resubmtted in accordance with this subpart. |If you

submtted the prior notice via the FDA PN System Interface, you
shoul d cancel the prior notice via the FDA PN System Interface.

| f you submtted the prior notice via ACS, you should cancel the
prior notice by requesting that CBP delete the Iine or entry.
The “clock” restarts after the confirmati on of the subm ssion
containing the corrected informtion.

2. “Under What GCircunstances Must You Submt a Product ldentity
Amendnment to Your Prior Notice After You Have Submitted It to
FDA?” (Proposed § 1.290)

FDA proposed that product identity information required by
proposed 8§ 1.288(e)(1l) may be anended if all of the information
about the identity of the food did not exist by 12 noon of the
cal endar day before the day of arrival. The proposed rule al so
provi ded that the conmon or usual or trade nane, brand nane, | ot
or code or identification nunbers, and quantity nmay be anended.
FDA also clarified that a prior notice may not be anended to
change conpletely the identity of the article, e.g., a prior
notice identifying the food as lettuce may not be anended to
identify the food as pears. The proposed rul e provi ded that

prior notice nmay be anmended only once.



(Coment s) Sone comrents suggest that FDA allow unlimted
amendnents to any information requirenent at any tine. Severa
comment s express concern about the |imtation of only one
anmendnent. They explain if the process has to start over again
because the informati on changes after submtting one anendnent,
there woul d be an additional 2-day delay before the product is
all owed to cross the border. Sonme comments indicate that nore
t han one anendnment m ght be needed to provide accurate
information. Sonme conmments indicate specific additional
information for which amendnments should be allowed, such as the
carrier and consignee.

(Response) FDA has chosen tinmefranes that provide it with
very little leeway in the tine it has to “receive, review, and
respond” to prior notice subm ssions. Thus, we concl uded that
we could no | onger permt changes to prior notice w thout
restarting the clock. However, the significant shortening in
ti mefranmes shoul d address nmany of the concerns. In addition, the
subm ssion systenms will allow for correction of errors reveal ed
by the systens' initial validation. The interimfinal rule has
thus elimnated the requirenent for anmendnents.

(Coments) One comment asks FDA to create an exenption
fromquantity anmendnents for bul k shipnents for which the actua

gquantity is within 10 percent of the proposed actual quantity.



(Response) The interimfinal rule requires subm ssion of
the estimated quantity. This revision nullifies the need for
anendnent to the quantity description by allow ng the submtter
to estimte the amount of food that is expected to arrive. The
interimfinal rule provides for no penalty if the quantity of an
article of food inported or offered for inport differs fromthe
guantity estimated in a prior notice.

a. Intention to anend. The proposed rule required that the

submtter nust indicate his or her intention to anmend the
product identity information at the time the prior notice is
subm tt ed.

(Comrents) One comment contends that, if certain elenents

are anmendabl e, FDA should not need additional advance notice of
that fact. Oher coments ask FDA to elim nate the requirenent
for the submtter to anticipate the need for an anmendnent.
O her comrents ask for clarification on whether the intent to
amend or update nust be evident on the initial prior notice or
if a product identity amendnment or arrival update can be made
anytime within the m ni num 2-hour requirenent.

(Response) The interimfinal rule elimnates the
requi rement for amendnments and updates. Thus, comments on the
proposed limtation are noot.

b. Topping off. FDA recognized that the limtation on

amendnents m ght affect the practice of “topping off a



container” by filling unused space in the shipping container or
truck bed with last-m nute shipnments of other food products not
covered by prior notice. FDA solicited coments on how comon
“topping off” is and the quantities of food invol ved.

(Comments) Comments state that it is comobn practice to
fill extra space in a shipment with additional product after an
order has been filled. A comment suggests that there should be
an all owance for |ast mnute changes in a |oad. A comment
suggests that nore flexibility is needed to avoid the
extraordi nary cost of inporting a partial shipnment. A coment
states that a prohibition on the practice of topping off would
make sone shipnents, particularly of smaller itens, |ess cost
conpetitive and may reduce the overall availability of sone
products. Another states that late offers to add additi onal
guantities or even additional products to a shipnent at a
di scount make for nore efficient conmerce for inporters and can
provi de econony and value to Anerican consumners. Anot her
comment suggests that FDA reconsider and adopt in the final rule
ci rcunst ances under whi ch shippers could anend notices to
i ncl ude foods fromthe sane manufacturer or grower. The coment
further states that this would allow the full utilization of
transport space even when that space is filled with additional

itenms not explicitly declared in the original prior notice.



(Response) The requirenments of the statute are to provide
FDA with notification of each article of food in advance of
i nportation, not advance notice of sone of the articles of food
and post-arrival notification of others. The conplete identity
of each article of food is necessary for FDA to receive, review,
and respond to the notice. FDA has significantly reduced the
time required for subm ssion of the prior notice before arrival
FDA has al so revised the way informati on on quantity may be
presented. The interimfinal rule requires the estimted
guantity of the article of food. FDA believes that both of
these revisions will allow for tinely subm ssion of accurate
information and should Iimt, as nuch as is perm ssible under
the statute, the effect of prior notice on the practice of
"t oppi ng-of f."

3. “What Is the Deadline for Product ldentity Anendnents Under
Proposed 8§ 1.290?"” (Proposed as § 1.291)

FDA proposed a 2-hour m ni nrum deadl i ne for product
identity amendnents submtted under proposed § 1.291. FDA noted
that product identity anmendnents are nost likely to be needed
for articles inported by land or air rather than water arrivals.

(Comrent s) Some conments are supportive of a deadline for
anendnents of up to two hours before arrival, but only if that
gave FDA sufficient tine to receive, review, and respond to the

information. Sone comments state that allow ng anendnents to be



submtted up to 2 hours before arrival would not be problenmatic,
while others contend that limting anendnents to two hours
before arrival was too restrictive and would result in higher
costs and conprom sed product integrity. Comments suggest
changing the deadline to allow anmendnents up to 1 hour before
arrival; until just before or at the tine of arrival; after
arrival (wwth a 3 hour limt, 24 hour [imt, or no limt at
all); or at any tine before or after arrival. Several coments
note that sonme information, such as the Custons entry nunber or
gquantity, cannot be verified by the proposed submtter until the
shi pnment arrives. Several coments state that the carriers
shoul d be permtted to anend product identity information. A
few commenters point out that the proposed 2-hour period for
anendnents before arrival is particularly problenmatic for
mul tiple coomodity exports. Comrents indicate that the need for
anmendnents mght be identified at the tine of |oading, which may
be | ess that one-half hour before arrival at the border.
(Response) FDA has chosen tinmefranes that provide it with
very little leeway in the time it has to “receive, review and
respond” to the prior notice subm ssions. Thus, we concl uded
that we could no |onger permt changes to prior notice wthout
restarting the clock. 1In addition, as noted earlier, ACS cannot

accommodat e changes in subm ssions that have been confirnmed by



FDA for review. Therefore, the interimfinal rule does not
provi de for anmendnents.

4. “How Do You Submt a Product ldentity Amendnent or an Arrival
Update to a Prior Notice?” (Proposed § 1.292)

The proposed rule required that a product identity
anendnent or an arrival update to a prior notice nmay be
submtted only in the sane manner as an initial prior notice;
that is, electronically to FDA through the FDA PN System
I nterface.

(Comments) A comment asks that the agency exam ne nmeans by
whi ch communication to the agency of any unexpected change in
this informati on can be provided by the entity that is actually
knowl edgeabl e about a change in the date of arrival, for
exanpl e, by the ocean or air carrier. Several comrents suggest
that the carrier that is the party with the nost accurate
information on arrival tinme and can therefore provide the nost
efficient comunication to FDA. O her comments raise concerns
about providing unlimted discretion to carriers to nake
substanti ve changes to subm ssions, but note that the need for
carriers to make “updates” is essential. One comment indicates
that alternative nechanisns for the carrier to submt updates,
such as touch-tone tel ephones, shoul d be expl ored.

(Response) Al though requirenents for amendnents to product

identity information and arrival updates have been deleted from



the interimfinal rule, FDA recognized that several entities
m ght have critical information concerning required prior notice
information. Therefore, the interimfinal rule does not Iimt
who can submt prior notice information. The interimfinal rule
continues to require electronic subm ssion of prior notice to
FDA.
5. “What Are the Consequences if You Do Not Submt a Product
| dentity Anendnment to Your Prior Notice?” (Proposed § 1.293)

FDA proposed that if a U S. inporter or U S. purchaser, or
their U S. agent, informed FDA in a prior notice that the
subm ssi on woul d be anended, but subsequently did not anmend it
appropriately and within the applicable tinefrane, then the
prior notice would be inadequate for the purposes of proposed §
1.278(a). FDA clarified that the consequences of inadequate
prior notice are the sane as the consequences for failing to
provide prior notice, e.g., the food is subject to refusal if
adm ssion. FDA explained that the indication that a prior notice
woul d be amended tells us that the prior notice is inconplete.
FDA noted that w thout conplete product identity, the agency
coul d not adequately determ ne whether to inspect or take other
action when the food arrives in the United States.

(Comment s) Sone comments object to the proposed provision
that, if the submitter of a prior notice indicates that an

amendnent to the product identity will be submtted, but



subsequently fails to do so, the original prior notice will be
deened i nadequate and the product would not be allowed to enter
Sone point out that FDA should not penalize a submtter for
anticipating an anendnent and then not anending the prior

noti ce.

(Response) For the reasons set forth previously, FDA has
elimnated the requirenment to provide product identity
amendnent s.

6. “What Must You Do if the Anticipated Arrival Information
(Requi red Under Proposed § 1.288(k)(1)) Submitted in Your Prior
Noti ce Changes?” (Proposed as 8§ 1.294)

FDA proposed to require the submtter to update
anticipated arrival information submtted in a prior notice, if
the anticipated i nformati on changes after the subm ssion. FDA
proposed that if the tinme of arrival is expected to be nore than
1 hour earlier or nore than 3 hours later than the antici pated
time of arrival, the tinme of arrival nust be updated. FDA
proposed that updates to the arrival information nust be
submtted 2 hours before arrival (proposed § 1.294).

a. General. (Coments) Many comments indicate that the
wi ndow of time for arrival updates is too small. Severa
coment s suggest changing the requirenments for submtting
updates for arrival information. Suggested changes i ncl uded

expandi ng the window for arrival to 2 hours and 6 hours before



the anticipated arrival time and 6, 7, 8, and 18 hours after the
anticipated arrival time. A few comments state that
notification of the day of arrival, not the tine, should be
sufficient. Sone comrents state that updates to arrival

i nformation should be all owed upon arrival at the border. One
comment objects to allowing only one update to arriva

i nformati on. The comment conplains that this is very restrictive
and that submtters nust be allowed to keep updating the "prior
notice of arrival" w thout worryi ng about the form being

rej ect ed.

Some comments point out that the owner, inporter, and U S
agent often do not know the actual port of entry for a ship or
airplane, the time of entry, or changes in this information.

For exanple, an air shipnent of seafood may be switched to a
different plane, which arrives at the U S. port outside the
anticipated arrival window. This nmay occur during nonbusi ness
hours, before notification of the change can be provided.

One comrent suggests that exporters who choose to report
to specific border crossings identified by FDA, should not be
required to provide updates due to lateness in the tine of
arrival at the border.

One coment states that anbiguity on when updates can be
submtted mght |ead to confusion and inconsistent application

of these provisions. The conment expresses concern that sone



ports may take the position that the update nust be provided
within the 4-hour wi ndow so FDA will be infornmed that the
shipnment will not be arriving when originally anticipated. Yet
ot her ports nmay take the position that the update requirenents
are satisfied as long as the update is received at |east 2 hours
before arrival, regardl ess of how many hours or days it arrives
after the originally identified arrival tine.

Some question how notifications that need to be anended
and subsequent anmendnents for nunmerous entries could assist FDA
i n scheduling of inspections.

Sonme point out that carriers should continue to be able to
change ports of arrival, as necessary, to find a nore
expedi tious route, based on weather and/or traffic conditions.
One coment states that exporters/inporters should be able to
declare up to three possible ports of entry that all fall under
the jurisdiction of a single FDA regional office for
adm ni strative and i nspection purposes.

One comrent suggests that a requirenent to update the port
of entry could be viewed as limting the port of entry, which is
prohi bited by the statute.

One coment points out that the proposed rule is silent on
changes to border crossings, unlike changes in arrival tinme and

suggested that FDA clarify whether it needs to be notified of a



change to the anticipated border crossing or if any border
crossing is acceptable.

b. Water. (Comments) One comment asks for a wider margin
of variability for the arrival of ocean-going vessels. Sone
comments state that for ocean-going shipnents, an update shoul d
not be required if the actual arrival at the port of entry is
not nore than 24 hours before or after the anticipated tine of
arrival specified in the prior notice. One comrent notes that
because of the | ogistics and unpredictability of ocean
transport, it is not possible to accurately predict arrival tine
of a carrier wwthin the 4-hour w ndow provi ded. One conment
notes that such tight tine frames woul d i ncrease the cost of the
prior notice process because the submtter will be forced to
continuously check on the status of the shipnment to ensure that
the arrival time is correct all the way up to 2 hours before
delivery. For ocean inports, vessel arrival times my vary
wi del y dependi ng upon weat her conditions, scheduling, and
| oadi ng changes. Vessels can be held or delayed at various ports
en route and inporters are unlikely to be infornmed of these
changes. Sone comments state that it is unrealistic for a sea
vessel to have to individually update hundreds or thousands of
noti ces when the vessel is delayed. Comments ask that FDA all ow
a single update froma carrier to autonatically update each

prior notice associated wth food products on that vessel.



c. Air. (Comments) One comment states that the 2 hours

for updates is not practical for air shipnents because air
carriers often do not informinporters of changes in arriva
time until the cargo is close to its destination. One conment
notes that because of current air and travel security
procedures, arrivals are rarely at their schedul ed tines.

d. Land/road. (Comments) A few coments indicate that with

respect to trucks, there will be circunstances where a driver
cannot contact a dispatcher to submt an arrival update, e.g., 2
a.m The comrents note that a | arge anobunt of border truck
traffic flows in the early norning/ md-to-late evening to avoid
rush-hour traffic in major centers. However, shippers do not
have a mechanismfor submtting updates at these tines when
there are unforeseen del ays that prevent arrival outside of the
antici pated w ndow. Comments state that FDA shoul d provide
flexibility in the rule for these and sinilar circunstances
where, for legitimte reasons, it is not possible to provide an
updat e.

Some conments express concern about current delays for
trucks at ports of entry, which may vary froma few mnutes to
12 hours. The comments note that, because it is necessary to
submt updates when a truck is outside the proposed tine range
for arrival, many trucks mght be forced to sit idly on the side

of the road waiting for their proper w ndow when FDA will all ow



entry. Comments express concern that if a shipnent were to niss
the original arrival time, they would be forced to file an
update and wait 2 hours to rejoin the line.

e. Land/rail. (Conmments) For rail cargo, arrival tines may

vary dependi ng on scheduling and | oadi ng changes. O'ten,
multiple rail cars on one entry can be |ocated at multiple
| ocations across the rail yard. Actual crossing times for those
cars can vary w dely depending on that |ocation and the ability
of the rail to load and cross them In these cases, |inking
prior notice into the manifest could also allow the carrier to
provi de el ectroni c updat es.

(Response) FDA agrees that there may be factors such as
busi ness practices, weather, and traffic congestion that may
i npact the accurate representation of the port, date, and tine
of arrival. Although the interimfinal rule wll continue to
requi re subm ssion of the anticipated place, date, and time of
arrival that is known to the submtter, the interimfinal rule
does not require an update to that information, and prior notice
will not be deened inadequate if the information changes after
FDA has confirnmed the prior notice for review.

In sum FDA has renoved fromthe interimfinal rule all
proposed sections related to product identity amendnents and
arrival updates (proposed 88 1.289 through 1.294) because of the

foll om ng situations:



The timefranes are shortened substantially;

The tinefranes provide us with very little leeway in the tine

we have to “receive, review and respond” to the prior notice

subm ssions. Thus, we can no |onger permt changes to prior

notice wthout restarting the clock. FDA believes that the

information required by the interimfinal rule for prior

noti ce should be sufficiently fixed to be submtted within

t hese new, shorter timefranes;

FDA has revised the required information in the interimfinal

rule, including the requirenent to provide the estinmated

quantity;

If the estimated quantity, the anticipated arrival

information, or the planned shi pnent information change, the

interimfinal rule does not require that the prior notice be

resubm tted; and

Under the interimfinal rule, prior notice can be submtted

t hrough ABI/ACS. The proposed provisions for amendnents and

updates to a subm ssion through ABI/ACS are not feasible after

t he subm ssions have been electronically transmtted to OASI S

and confirmed by FDA for review

(Summary of the interimfinal rule) FDA has renpoved from

the interimfinal rule all proposed sections related to product
identity amendnents and arrival updates (proposed 8§ 1.289

t hrough 1. 294).



J. “What Happens to Food That Is Inported or Ofered for |nport

Wt hout Adequate Prior Notice?” (Section 1.283) and “Wat are

the O her Consequences of Failing to Submt Adequate Prior

Notice or O herwise Failing to Conply Wth This Subpart?” (8

1.284 Proposed as § 1.278)

1. Inadequate Prior Notice (No Prior Notice, Inaccurate Prior
Notice, or Untinely Prior Notice) (8 1.283(a) Proposed as §
1.278(a))

FDA proposed in § 1.278(a) that if an article of food is
imported or offered for inport with no prior notice or
i nadequate prior notice, the food shall be refused adm ssion, as
set out in under section 801(m (1) of the FD&C Act. Proposed
exanpl es of inadequacy were untinely, inaccurate, or inconplete
prior notice.

(Comrents) Comments ask for clarification on what woul d
cause a prior notice to be inconplete or inadequate. Sone
comment s express concern that clerical errors or failure to
provi de mnor information or optional information could result
in arefusal. Sone coments suggest that inadequate prior
noti ce should be confined to material om ssions or major errors
that woul d seriously inpede the agency’ s ability to review and
appropriately respond to the notice. Coments ask whet her they

woul d be notified about such deficiencies and given a chance to



correct them Some comments object to not receiving feedback,
before reaching the port, when the prior notice is inadequate.
(Response) A prior notice is not conplete if the required
information, as set forth in 8 1.281, has not been provided.
However, FDA agrees that feedback during the transm ssion
process to reduce m stakes and om ssions that could result in
unnecessary hol dups or refusals is a good idea. As explained
earlier, both systens will review and validate required
information to mnimze the |ikelihood that clerical or
typographical errors will result in an inconplete or inaccurate
prior notice. The systens will tell transmtters which required
information is still lacking or is recognized by the initial
validation as facially incorrect, to allow transmtters to nake
corrections quickly. Mreover, the systens will not provide a
confirmation until required information is conplete and facially
valid. Thus, if the initial incorrect information is not
corrected and submtted, the transmtter will not receive a
prior notice confirmation. FDA believes that this initial
revi ew val i dati on process will help ensure that transmtters
wi |l not make inadvertent errors that could result in a refusal.
We advi se, however, that this initial review validation process
w Il not be capable of identifying all possible errors. Thus,

submtters and transmtters shoul d understand that confirmati on



does not nean that FDA has determined that the prior notice is
accurate in all respects.

| f FDA determ nes that the prior notice is inaccurate after
the systens provide a confirmation, the article of food is
subject to refusal under 8§ 1.283(a)(1)(ii). FDA has the option
of issuing the refusal notice to the transmtter under §
1.283(a)(1)(i1i) before arrival, assum ng that FDA determ nes
that the prior notice is inaccurate before arrival and before
the tinme period for the prior notice has expired. |If this
happens, the transmtter nust resubmt an accurate prior notice
in accordance with 8 1.282. This will renove the refusal,
although it will "restart the clock” in terns of when prior
noti ce nust be submtted to FDA. Until we have had sone
experience with prior notice review, we do not know how often we
will be able to determ ne prior notice inaccuracy before food
arrives. However, in certain situations, inaccuracy of prior
noti ce cannot be determ ned until the article of food is
exam ned upon arrival

(Comrent s) Conments suggest the regul ation provide a

wai ver or other mechanismto rel ease foods that are safe,
al t hough the el ectronic paperwork is not conplete. Comrents
al so suggest that the regulation provide that, unless FDA has
credi bl e evidence or information that an article of food

presents a threat of serious adverse health consequences or



death to humans or aninmals, that FDA woul d not refuse the
article if the prior notice is inconplete or inadequate.
(Response) FDA does not agree that the regul ation should
provi de a wai ver for refusal when sone, but not all required,
i nformati on has been submtted. G ven that the purpose of prior
notice is to provide FDA with better informtion sooner about
food inports, including such a waiver in the rule would seemto
be antithetical to the provision. The reference to the credible
evi dence standard in section 801(n) of the FD&C Act, which
appears in the part of section 801(n) that deals with FDA revi ew
of prior notice after refusal, does not suggest otherw se.
Section 801(m(2)(B)(ii) of the FD&C Act states that, when FDA
reviews a prior notice that has been submtted for a refused
article of food, FDA "shall determ ne whether there is in the
possessi on of [FDA] any credible evidence or information
i ndicating that such article presents a threat of serious
adver se heath consequences or death to humans or animals." FDA
does not agree that this provision neans that FDA shoul d not
refuse food with an i nadequate prior notice under section
801(mM (1) of the FD&C Act when FDA has no such credi bl e evidence
or information. |If that is what Congress intended, it would not
have provided for refusal of an article of food w thout adequate

prior notice, as it did in section 801(m (1) of the FD&C Act.



(Comrents) Comments note that the proposed rule did not
set out procedures for notifications regarding refusals and
hol ds. Comrents ask who woul d be notified of refusal and when.
Comments state that FDA should notify inporters, purchasers, or
manuf acturers that an article is being held. One comment notes
that carriers would have no way of determning if prior notice
had been satisfied until they arrived at the border, but that
t hey woul d be responsible. A conment also states that FDA
shoul d engage the manufacturer or processor when the situation
invol ves a bioterrorismthreat or event.

(Response) FDA and CBP have determ ned that the nost
appropriate notification point is the carrier. Wen an article
of food arrives at the border w thout adequate prior notice
(i.e., none, inaccurate, or untinely), the carrier is the
cl earest immedi ate point of contact that FDA and CBP staff at
t he border have. Thus, FDA or CBP intend to notify the carrier
that the article of food is refused due to i nadequate prior
notice when the food is presented for CBP processing. It wll
be up to the carrier to comruni cate the prior notice refusal to
ot her persons or firns. Neither FDA nor CBP currently has
sufficient capability at the border to communi cate these
refusals to other persons and still process arrivals and
exam nations in a reasonabl e amount of tine. W recognize that

this will affect carriers. We will be exploring ways to provide



notice to the transmtter and others, as well. FDA notes that
if carriers want to ensure, for any food they are transporting,
that prior notice has been submtted to FDA and confirned for
review, they can ask that a copy of the PN confirmation be
provided to them |Indeed, under 8§ 1.279(g), for prior notices
transmtted through the FDA PN System Interface, the carrier
nmust present the PN confirmation nunber to CBP or FDA upon
arrival .

We do not agree that FDA should provide routine advance
notice that it intends to refuse, exam ne, or hold food or has
asked CBP to do so. Although FDA and CBP are structuring
i npl enentation to ensure that changes in ports and arrival tines
wi Il not nmean that food which should be refused, held, or
exam ned at the port of arrival slips past us, we believe that
routi ne advance notice could nmake it easier for the unscrupul ous
to evade FDA requirenents and inport unsafe food. Finally,
whet her we contact inporters or manufacturers when there is a
bioterrorismthreat or other food-rel ated energency will depend
on the particul ar circunstances.

(Comments) Sone comments state that inconsistency in tine
and changes in the port of arrival should not result in refusa
of the article. One coment asks whet her a shipnment that
arrives one-half hour late will be treated the same as one that

arrives 12 hours | ate.



(Response) As expl ai ned el sewhere, changes in the
anticipated arrival information or planned shipnent information
wll not be a basis for a refusal under section 801(m (1) of the
FD&C Act if FDA wants to exam ne the shipnent; however, these
changes may nean waiting while FDA is notified by CBP and
arranges to examne the shipnment. This is nore likely to be the
case with changes in ports and in arrivals that are nuch | ater
than the anticipated tine.

When it cones to changes in arrival time, what matters is
whet her the prior notice tinme was submtted sufficiently in
advance of arrival, in accordance with the tinefranes set out in
§ 1.279(a) of the interimfinal rule. These timefranmes are what
FDA has determ ned are necessary, as a general matter, to ensure
t hat FDA has enough tinme to receive, review, and respond to each
prior notice appropriately. However, 8 1.283(a)(1)(iii) of the
interimfinal rule does provide that if an article of food
arrives early, before the prior notice tinme has el apsed, its
arrival will not be considered untinely if FDA has already
reviewed the prior notice, determined its response to the prior
notice, and advised CBP of that response. FDA believes there is
no need to nmake the food wait if the agency has been able to
acconplish its prior notice review sooner than antici pated.

(Comrents) One comrent asks for clarification on whether

the article would be refused if the classification of goods



under the HTS code has been changed by Custons officials after
t he shi pnent arrives.

(Response) |If the FDA Product Code is accurate, then the
article will not be refused if the HTS code provided is |ater
changed by CBP during its review of the entry for CBP purposes.

(Comrents) One comrent asks whether there would be a
penalty for canceling and resubmtting a prior notice when the
changes that need to be nade to the prior notice cannot be made
by an anmendnent or an update.

(Response) FDA has renoved the provisions relating to
anmendnents and updates. If required information (wth the
exception of estimted quantity, anticipated arrival
i nformation, and pl anned shi pnent information) changes, e.g.,

t he manufacturer is different than the one originally submtted
or the conplete FDA product code is not accurate, you should
cancel the prior notice and nust resubnmt prior notice (if you
still plan to inport or offer for inport the article of food
into the United States). The tinmeframes set out in 8 1.279(a)
of the interimfinal rule will start to run again fromthe tine
the new prior notice is confirnmed for review by FDA.

a. Status and novenent of refused foods (8 1.283(a)(2)).

FDA proposed in § 1.278(b) that if an article of food is
imported or offered for inmport is refused under section

801(m (1) of the FD&C Act, the food shall be held at the port



unl ess directed to a secure facility under proposed 8 1.278(c).
Proposed § 1.278(d) provided that the person submtting prior
noti ce was responsi ble for arranging for novenent of refused
food. Proposed § 1.278(e)(2) stated that refused food coul d not
be delivered under bond to the inporter, owner, or consignee.

In the preanble to the proposed rule (68 FR 5432), we expl ai ned
that the provisions in title 19 of the U S. Code relating to
imports for which entry cannot be nade woul d apply.

i. CGeneral order status (8 1.283(a)(2)(i)). (Comrents) One

comment asks for confirmation that the provisions in title 19 of
the U S. Code that apply to unentered nmerchandi se would apply to
articles of food that have been refused under section 801(n (1)
of the FD&C Act.

(Response) FDA and CBP generally agree with this conment.
However, we have concluded that the interimfinal rule should
specify that these provisions will apply i medi ately upon
refusal under section 801(m (1) of the FD&C Act because entry of
an article of food refused under section 801(m (1) cannot be
made for want of proper docunents or other cause, as described
in section 490(a)(1)(C) of the Tariff Act of 1930, as anended
(19 U.S.C. 1490(a)(1)(C©). Accordingly, 8 1.283(a)(2)(i) of the
interimfinal rule specifies that an article of food that has
been refused under section 801(m (1) of the FD&C Act shall be

consi dered general order. Thus, an article of food refused



under section 801(m (1) neets the criteria of general order and
must be handl ed in accordance with sections 490 and 491 of the
Tariff Act (19 U S.C. 1490 and 1491) and CBP' s inpl enenting
regul ations at 19 CFR part 127 except as otherw se specified in
21 CFR part 1, subpart |

ii. Locations for holding refused food (8 1.283(a)(2)(ii)).

(Comrent) One comment suggests using the existing system
where shipnments may be held in place at the port for 14
days after which they nmust be noved to general order.
(Response) After nerchandi se has arrived in the United
States, the Custons regul ati ons prescri be a 15-cal endar day
period during which entry nust be made. |f entry is not nade
during this time, the nerchandi se then nust be sent to general
order inasnmuch as entry has not been conpleted (see 19 CFR 4. 37,
122.50, or 123.10). However, as described previously, this 15-
cal endar day period is not applicable to articles refused under
section 801(m (1) of the FD&C Act. Articles that are refused
for inadequate prior notice cannot be entered under any form of
Custons entry. Those articles may only be entered after
adequate prior notice has been given.
(Comrents) Several conments express concern about the
i npact of refusal and holding at the port or secure storage on
the quality, value, and nmarketability of perishable fresh and

frozen foods.



(Response) FDA expects that the changes in the interim
final rule, in particular the shortened tinmefranmes, will nean
fewer refusals. In addition, since FDA wll nmake every effort
to review prior notices for refused articles wthin these sane
ti meframes, those responsible for submtting prior notice have
the ability to have the refusal renoved in a matter of a few
hours. This, too, significantly reduces the inpact of the
interimfinal rule on perishables. Finally, FDA also intends to
provi de guidance to its staff on inplenenting and enforcing the
prior notice requirenments, both during the initial transition
period and after that period ends.

FDA agrees that appropriate storage and hol ding conditions
nmust be considered for perishable and frozen foods refused for
i nadequate prior notice. This neans that if the article of food
arrives in frozen condition and has been transported under
frozen conditions, the facility used for holding the product
nmust provi de adequate frozen conditions.

(Conments) Some comments express concern that there are
insufficient facilities at the U S./Mexico ports to handle the
potential refusals during the produce season. One commenter
di sagrees with FDA's statenent in the preanble to the proposed
rule that "U S. Custons has identified a well -established
network of storage facilities that are secure.”™ The conment

poi nted out that there is no infrastructure of secure facilities



at all ports. A conmment noted that there are few facilities at
renote East and West ports along the U S./Canadi an border that
have tenperature controlled environnents and are avail abl e
around the clock. Another coment noted that there generally is
a |l ack of bonded cold storage facilities at borders and at
airports. One comment asks for information on the
infrastructure of storage facilities that would provide
sanitation and tenperature controls, as well as security
controls, including security against theft and accidents. Sone
comments ask that FDA publish a list of the secure facilities
and the costs that FDA authorizes for the refused food.
(Response) FDA expects that the changes in the interim
final rule, in particular the shortened tinmefranmes, will nean
fewer refusals and thus | ess need for storage for refused
articles of food. Nevertheless, FDA and CBP agree that the
di fferent ranges of storage available at different ports need to
be addressed. However, this issue needs to be addressed in
light of the determination, reflected in § 1.283(a)(2)(i), that
food refused under section 801(m (1) of the FD&C Act has
"general order" status. Under custons | aws and regul ati ons,
general order nmerchandi se nust generally be held in a genera
order warehouse (19 CFR 127.1). Custons regul ations al so
enpower the port director, if merchandi se requires specialized

storage facilities that are unavailable in a bonded facility, to



direct the storage of the nmerchandi se by the carrier or by any
ot her appropriate neans (see 19 CFR 4.37(f), 122.50(f), or
123.10(f)). Additionally, fruit and other peri shables may be
hel d by the port director in a bonded col d-storage warehouse for
a reasonable period, if it is probable that entry will be nade
at an early date (19 CFR 127.28(c)).

FDA and CBP believe that general order storage qualifies as
secure facilities for purposes of the BioterrorismAct, as it is
subject to the requirenents set out at 19 CFR part 19. In
particular, 19 CFR 19.9 contains controls that will ensure that
refused food wll be adequately controlled while in storage and
will not be released fromgeneral order storage w thout CBP
aut hori zati on.

(Comrent s) Several comrents ask for clarification on secure
facilities. Comments ask whether a general - purpose warehouse in
a FTZ or a secure facility operated by the inporter of record
woul d be consi dered a secure facility under the rule. Another
coment suggests that a clear chain of custody and fiduciary
responsibility is required when products are inpounded. The
comment recomrends that appropriate and sufficient inpound
storage facilities nmust be avail abl e before enforcenment begins.

(Response) As set out previously, food refused under
section 801(m (1) of the FD&C Act mnust be held in accordance

with CBP's regul ati ons on general order nerchandi se.



(Comrents) One comrent suggests that if there is a failure
to submt adequate prior notice, the goods should be allowed to
move to the port of destination.

(Response) The prior notice is required to be submtted to
and confirnmed by FDA before the article of food arrives at the
port of arrival. Food refused because of inadequate prior
notice nust be held wwthin the port of entry for the article
unl ess directed by CBP or FDA. Thus, refused food nmay be
permtted to nove to the port of destination.

iii. Myvenent of refused food (8 1.283(a)(2)(iii)).

(Comments) One comment objects to making the carrier responsible
by regul ation for novenent of refused food. One conment
suggested that FDA shoul d be responsi ble for novenent of refused
f oods.

(Response) As set out in the preanble to the proposed rule
(68 FR 5431 to 5432), we do not believe that section 801(n) of
t he FD&C Act mandates that the governnent take physical control
of refused food. Rather, it limts the |ocations where refused
food can be held and to whom it can be delivered. Accordingly,
FDA proposed that the carrier or the person who submtted the
prior notice arrange for the novenent of the refused food. FDA
has decided to renove this [imtation in the interimfinal rule.
Since we have renoved limtations on who can submt, submtters

may now be foreign firnms that may have difficulty arranging to



nove food fromoverseas. W have concluded that we shoul d not

i npose any limtations on who may arrange for the novenment of
refused foods. The interimfinal rule, 8 1.283(a)(2)(iii), does
mai ntain the requirenment that novement of refused food occur
under the appropriate CBP custodial bond. The interimfinal
rule further provides that refused food nust be taken directly
to the designated facility, shall not be entered, and shall not
be delivered to any inmporter, owner, or ultinmate consignee.
Failure to observe these conditions will be a violation of the
bond and may result in the inposition of |iquidated damages.

b. Segregation of refused foods (8§ 1.283(a)(3)).

(Conments) Sonme coments state that FDA should rel ease to the
owner or inporter all of the other food or nonfood itens in the
shi pment that are not affected by the inadequate prior notice,
in mxed or consolidated shipnments, if one or nore food itens
has been refused because of inadequate prior notice. One
comment points out that shipnments m ght contain seal ed
containers of different foods fromdifferent sources. One
comment asks for clarification on how refused products wll be
segregated from products that nmay conti nue when the products are
on a truck or in arail car. The coment points out that this
is a concern for |less-than-truckload (LTL) carriers and snal
package carriers, who may have thousands of overnight or

expedi ted shipnents on one trailer. The coments express



concern that inporters and carriers of nonfood itens and of
conpliant food items would be unfairly penalized because of a
nonconpliant entry. A comment states that Custons’ regul ations
aut horize different portions of nerchandise inported in a single
shi pnmrent and consigned to a single consignee to be cleared under
separate consunption entries (19 CFR 141.52). The Custons
regulation in 19 CFR 141.52 al so authorizes separate entries for
any portions of a shipnent that will be covered by different
types of entry, such as a bonded warehouse entry.

(Response) FDA agrees. In the preanble to the proposed
rul e, FDA recogni zed that food refused under section 801(m (1)
of the FD&C Act may be |l ocated in the sane container or truck
with nonfood itens or food that is not refused under section
801(m . However, when m xed or consolidated inported freight
contains refused articles of food that nust be held, those
articles that have been refused nust be dealt with in a manner
that is consistent with the limtations in section 801(nm) of the
FD&C Act. Therefore, FDA has added 8§ 1.283(a)(3) to the interim
final rule to state that if the article of food that is refused
is part of a shipnent that contains articles that have not been
refused under section 801(m (1) of the FD&C Act, the refused
article(s) nmay be segregated fromthe rest of the shipnent.

This segregation nust take place within the port of arrival or



where the article is held, if different and nay be supervised by

FDA or CBP

c. Costs (8 1.283(a)(4)). (Coments) Several comments ask

who woul d be responsi ble for storage and transportati on costs.
One comment notes that the private parties to the inporting
transaction should be |iable for storage and transportation
costs when food was refused. One comment stated that the person
submtting prior notice should be responsible for these costs.
Anot her comment asks FDA to include a provision in the interim
final rule that allows carriers to recover renoval, storage, or
di spositions costs fromthe owner, purchaser, or consignee.
(Response) lnasrmuch as articles for which adequate prior
noti ce has not been received are consi dered general order
nmer chandi se, the expenses of transportation and storage will be
the responsibility of those parties who are responsi bl e under
the general order statutes and regul ations. FDA has thus
decided it is not necessary to include a provision in the
interimfinal rule that specifies which private parties should
be responsible for costs associated with refusal. However, we
have added 8§ 1.283(a)(4) to the interimfinal rule to clarify
that the U S. Governnent is not responsible for these costs.
(Comments) Sonme coments ask that the regul ati on establish
a damage cl ai msystem for |osses that occur when perishable

f oods are detained for adm nistrative reasons. Sone comment s



suggest that FDA shoul d provide conpensation for | osses,
including transportation and storage fees, if the agency

m st akenly hol ds inported product because of an oversight in the
governnment’s processing of a prior notice.

(Response) FDA disagrees. The interimfinal rule provides
in 81.283(a)(4) that neither FDA nor CBP will be responsible for
transportation, storage, or other expenses resulting from
refusal. FDA notes that it has never assunmed responsibility for
expenses associated wi th refusal under the FD&C Act. Any claim
agai nst the government arising under these activities shall be
governed by the Federal Tort C ains Act.

3. Post-refusal subm ssions and resubm ssions (8§

1.283(c)). (Comrent) Comments ask FDA to clarify how i nadequate

notice could be corrected and what steps nust be taken to have
the product released. One conmment suggests that the regul ation
shoul d state that a shipnent with i nadequate prior notice would
be held only until the prior notice is corrected and that the
correction should be required within 24 hours. One comrent
suggests that food should be held for 24 hours and then deened
released if FDA has not notified the person submtting the
notice that the food will be exam ned.

(Response) FDA agrees that the rule should specify
procedures for submtting or resubmitting a prior notice after

refusal. These are set out in 8§ 1.283(c)(i) and (c)(ii) in the



interimfinal rule. FDA does not believe it is necessary to

i npose any limt on how long a person has to submt or correct a
prior notice for refused foods since an article of food refused
under section 801(m (1) of the FD&C Act is considered genera
order nerchandise. |[|If no adequate prior notice is received
within the timefranes set out in 19 CFR part 127, title in the
refused food will vest in the United States and the refused food
will be eligible for general order sale or other disposition.
Al'so note that fruit, perishables, or nerchandise liable to
depreciation, may be characterized as "special nerchandi se" per
19 CFR 127.28. Alternate disposition, consistent with the
general order statutes, is then provided for.

The rul es governing general order nerchandi se shoul d be
famliar to those in the business of inporting food, as they are
rules of long standing that are applied by CBP when no entry is
made for food. FDA believes that it is up to the persons
involved in inporting the food into the United States to
determ ne how qui ckly prior notice should be submitted or
resubmtted for food refused under section 801(m (1) of the FD&C
Act .

FDA does not agree that the refusal should be deened
renmoved if the transmtter does not hear from FDA wthin 24
hours that FDA will be exam ning the product. Section

801(m(2)(B)(i) of the FD&C Act states that refused food nmay not



be rel eased until prior notice has been submitted, reviewed by
FDA, and determ ned by FDA to be adequate.
(Comments) Many comments state that the regul ation should
set limts on the time FDA has to determ ne the adequacy of a
prior notice submtted after a food has been refused in order to
ensure quick rel ease of refused food. One comment explains that
such | anguage woul d be consistent with congressional intent as
stated in the Conference Report:
if an article of food were offered for
i mport w thout providing the required prior
notice, the article of food would be held at
the port of entry until the Secretary has
determ ned that notice is conplete, but it
woul d not be held | onger than the unel apsed
period of prior notice unless there is other
basis for doing so.

(Conf. Rept. at H2858.)

(Response) FDA agrees in part. The rule provides in §
1.283(c)(iii) that once the prior notice or corrections to a
prior notice have been submtted and confirnmed by FDA for
review, FDA will make every effort to review and respond to the
prior notice subm ssion within the tinmeframes set out in §

1.279(a).



d. Export after refusal (8 1.283(a)(5)). Although export

under the general order provisions of the title 19 of the U S
Code was discussed in the preanble to the proposed rule (68 FR
5432), the proposed rule did not address exportation of food
refused under section 801(m of the FD&C Act.

(Coment) One commrent asks whet her export would be required
for food refused under section 801(m (1) of the FD&C Act.

(Response) Export is not required for an article of food
refused under section 801(m (1) of the FD&C Act; it is, however,
an option for an article of food refused under 8§ 1.283(a) and as
permtted under CBP s general order provisions unless FDA or CBP
were to seize or administratively detain the food under other
authority. W have added 8§ 1.283(a)(5) to the interimfinal
rule to make this clear. |If an article of food that has been
refused adm ssi on under section 801(n)(1l) of the FD&C Act is
exported, the prior notice should be cancelled within 5 cal endar
days of exportation. FDA and CBP note that any tinme an article
of food | eaves the country after arriving at the port of
arrival, it is considered an export for CBP purposes, and the
applicable line or entry is deleted and, if prior notice was
transmtted with the entry via ACS, the prior notice will be
cancelled as well. This is true regardl ess of whether the
intent is to re-inport the article, even if the re-inport occurs

after a brief period of tine.



To inport that article of food, the prior notice nust be
re-submtted, and a new entry nust be made, and the new prior
notice wll have the effect of "restarting the clock” in terns
of when the prior notice has been submtted to FDA. If prior
notice had been transmtted via the FDA Prior Notice System
Interface, the prior notice is not automatically cancel ed when
the article of food is exported. The only way to cancel a prior
notice that was transmtted via the FDA Prior Notice System
Interface is to use that systemto explicitly cancel the prior
noti ce.

e. Abandoned nerchandise (8 1.283(a)(6)). (Comment) One

comment states that the regul ati on shoul d address what happens
if refused food is not clainmed by the owner, purchaser, or
consi gnee.

(Response) The interimfinal rule, in 8 1.283(a)(6),
provides that if no prior notice or correction is received in a
tinmely fashion or export has not occured, the food shall be
dealt with as set forth in CBP regulations relating to be
general order nerchandi se, except that it may only be sold for
export or destroyed as agreed to by CBP and FDA
5. International Mail (8 1.283(e))

Al t hough the proposed rule applied to food inported or

offered for inport by mail, see, e.g., 68 FR 5436, there were no



proposed provisions specific to refusal of food arriving by
international mail.

(Comments) No comments submitted comments specific to
refusal of food arriving by international mail were submtted.

(Response) FDA believes that separate refusal procedures

are necessary for food arriving by mail given differences
between mail and cargo. FDA believes that these procedures are
aut hori zed under section 701(b) of the FD&C Act because they are
necessary to ensure that the refusal provisions of section
801(m (1) of the FD&C Act can be efficiently and effectively
applied to food that arrives by mail. The interimfinal rule
thus provides in 8 1.283(e) that in the case of food arriving by
international mail with inadequate prior notice, the parcel wll
be held by CBP for 72 hours for FDA inspection and di sposition.
If the parcel is refused and there is a return address, the
article may be returned to sender stanped “No Prior Notice--FDA
Refused.” If there is no return address or FDA determ nes that
the articles of food in the shipnent appear to present a hazard,
FDA may di spose of or destroy the parcel at its expense. |f FDA
does not respond within 72 hours of the CBP hold, CBP wll
return the parcel to the sender or, if there is no return
address, destroy the parcel, at FDA expense.
2. Food Carried by or O herw se Acconpanying an | ndividual (8§

1. 283(b))



Al t hough the proposed rule applied to food inported or
offered for inport in baggage that was not brought in by a
travel er for personal use, there were no proposed provisions
specific to refusal of food in baggage in the proposed rule.

(Comments) No comments submitted comments specific to
refusal of food carried by or otherw se acconpanying an
i ndi vi dual

(Response) FDA believes that separate refusal procedures
are necessary for food carried by or otherw se acconpanyi ng an
i ndi vi dual given differences between these kinds of inports and
cargo. FDA believes that these separate procedures are
aut hori zed under section 701(b) of the FD&C Act because they are
necessary to ensure that the refusal provisions of section
801(m (1) of the FD&C Act can be efficiently and effectively
applied to food carried by or otherwise arriving with an
i ndi vi dual

(Interimfinal rule) Section 1.279(f) provides that the
i ndi vi dual who carries or is acconpani ed by food nust have a
copy of the confirmation of prior notice when arriving in the
United States. Section 1.283(b) provides that if there is
i nadequat e prior notice or the individual cannot provide FDA or
CBP with a copy of the PN confirmation, the article of food is

subject to refusal. |If before |leaving the port, the individual



cannot arrange to have the refused food held at the port or
exported, the article of food may be destroyed.
4. FDA review after refusal, 81.283(d)

(Conmments) Several commenters suggest there should be an
efficient appeal nechanismin the event that the submtter,

i mporter, owner, or consignee believes that food products have
been i nappropriately refused and hel d.

(Response) Al though such a process is not required by 8
801(m of the FD&C Act, FDA agrees that having a review process
designed to address prior notice issues is warranted. Section
1.283(d) of the interimfinal rule sets out paraneters under
whi ch a request may be subnitted to obtain FDA review of whet her
the article is subject to the requirenents of this subpart under
8§ 1.276(b)(5) (i.e., neets the interimfinal rule' s definition
of food) or 8 1.277 (i.e., is within the scope of the interim
final rule) or whether the contents of a prior notice subm ssion
were accurate. The interimfinal regulation provides that a
request nust be submitted within 5 days of refusal and that FDA
will respond within 5 days. FDA notes that if the product is
perishabl e, the sooner the request is submtted, the sooner FDA
will respond. FDA chose these tinmefranmes because they are
consistent with the tinmefranmes for perishables contenpl ated
under the new adm nistrative detention provisions at 8§ 304(h) of

the FD&C Act, 21 U S. C 334(h). After review, if FDA determ nes



that the article is not subject to prior notice or that the
prior notice subm ssion is accurate, it will notify the
requester, the transmtter, and CBP that the food is no | onger
subj ect to refusal under section 801(m (1) of the FD&C Act.
5. Prohibition on delivery outside of the port, 81.283(f)

(Comments) One commenter suggests follow ng existing
procedures and all owi ng refused foods to be held at the
importer’s place of business, quarantined and considered to be
undel i verabl e, but held for sanpling and rel ease. Anot her
coment er asks for clarification on whether product could be
shi pped to the inporter, purchaser, or consignee's facility, if
prior notice is inadequate.

(Response) The statute explicitly states that an article
of food that is refused under the provisions of section
801(m (1) nust be held and shall not be delivered to the
i mporter, owner, or consignee. See § 801(m(2)(B)(i). Thus,
the provisions of the Bioterrorism Act specifically override
certain existing procedures that apply when food is subject to
refusal under 8§ 801(a) of the FD&C Act. |In accordance with the
new procedures specified in the BioterrorismAct, 8 1.283(de) of
the interimfinal rule provides that, notw thstanding 8§ 801(b)
of the FD&C Act, 21 U.S.C. 381(b), an article of food refused
under 8 801(m (1) may not be delivered to the inporter, owner,

or ultimate consignee or transferred by any person fromthe port



or secure facility until prior notice is subnmitted to FDA in
accordance with this subpart, FDA has exam ned the prior notice,
FDA has determ ned that the prior notice is adequate, and FDA
has notified CBP and the transmtter that the article of food no
| onger is subject to refusal of adm ssion under § 801(m (1) of
the FD&C Act. After this notification, entry may be nade in
accordance with I aw and regul ati on.

6. Relationship to Admssibility (8 1.283(Q))

The proposed rule (8 1.278(f)) differenti ated between a
refusal of adm ssion under section 801(m (1) of the FD&C Act
(prior notice) and refusal of adm ssion under section 801(a) of
the FD&C Act or other U S. laws. The proposed rule clarified
that a determ nation that an article of food is no |onger
subj ect to refusal of adm ssion under section 801(m (1) of the
FD&C Act does not nean that it will be admtted to the United
St at es under other provisions of the law that apply to
adm ssibility determ nations.

(Conmments) One comment asks for clarification on whether a
shipment will have to remain at the port and be subject to
i nspection until after FDA receives and reviews the entry
docunment ati on through OASIS. The comment points out that in
nost cases, QASIS review occurs after the goods have at |east
been conditionally rel eased. Oher coments state FDA should

conduct its review under section 801(a) of the FD&C Act at the



same time it is doing its prior notice review Another conment
asks what woul d happen if a prior notice was determ ned to be
i nadequate as part of FDA' s review under section 801(a) of the
FD&C Act .

(Response) Section 1.283(g) provides that FDA' s
determ nation that an article of food is no |onger refused under
section 801(m (1) of the FD&C Act is different than, and may
cone before, determ nations of adm ssibility under other
provi sions of the FD&C Act or other U S. laws. As a general
matter, FDA intends to use prior notice information to determ ne
what products shoul d be inspected upon arrival; we do not intend
to make admi ssibility decisions under section 801(a) of the FD&C
Act until entry has been nmade. The refusal under section
801(m (1) of the FD&C Act will be renoved after prior notice has
been received, reviewed, and responded to by FDA, and there wll
be no further requirenment to hold at the port for purposes of
section 801(m. As a general matter, at that point, the
procedures under section 801(a) and (b) of the FD&C Act woul d
apply. |If FDA discovers that prior notice was inadequate after
an article |leaves the port of arrival but before it nmakes a
decision to "may proceed" or release an article of food under
section 801(a) of the FD&C Act, FDA may refuse the article under
section 801(m (1) and ask CBP to issue a notice of redelivery.

InterimFinal Rule (& 1.283)



FDA revi sed the proposed rule to provide for nore
specificity, clarify the status of refused food, and provide a
mechani sm for FDA review after refusal. |In the interimfina
rule, FDA identifies the consequences and procedures for the
follow ng situations:

a. I nadequate Prior Notice (No, inaccurate, or untinely

prior notice) (8 1.283(a)(1)). The article is subject to

refusal under section 801(m and, if refused, unless imredi ately
exported with CBP concurrence, nust be hel d.

b. Status and npvenent of refused food (8§ 1.283(a)(2)). A

refused article of food shall not be delivered to the inporter,
owner, or ultimate consignee until FDA has exam ned the prior
noti ce, determ ned the adequacy of the prior notice and notified
the transmtter and CBP that the article of food covered by the
prior notice is no |longer refused. A refused food is considered
general order merchandi se under section 490 of the Tariff Act of
1939, as anended. The refused food nust be noved under
appropriate custodial bond. FDA nust be notified of the

| ocati on where the food has been or will be noved within 24
hours of refusal. The food nust be taken directly to the

desi gnated | ocation, shall not be entered, and shall not be
delivered to any inporter, owner, or ultimate consignee.

c. Segregation (8 1.283(a)(3)). |If a refused food is part

of a shipment that contains other articles, the refused food may



be segregated fromthe rest of the shipnment within the port of
arrival or where it is held, if different. FDA or CBP nmay
supervi se the segregation.

d. Costs (8 1.283(a)(4)). Neither FDA nor CBP will be

liable for transportation, storage, or other expenses resulting
from refusal

e. Post -refusal subm ssions and resubm ssions (8§ 1.283(c)).

If an article of food is refused for no or inaccurate prior
notice, the prior notice nust be submtted to and confirnmed by
FDA for review

f. Export after refusal (8 1.283 (a)(5). A refused food

may be exported with CBP concurrence and supervision. If a
refused food is exported, the prior notice should be cancelled
within 5 days of exportation.

g. No post refusal subm ssion or request for review (8

1.283(a)(6). If no prior notice, correction, or request for FDA

reviewis submtted in a tinely fashion after an article of food
is refused, the food will be dealt with as set forth in CBP
regul ations relating to general order nerchandise. It nmay only
be sold for export or destroyed as agreed to by CBP and FDA

h. International nail (8 1.283(e)). In the case of food

arriving by international mail, if prior notice is inadequate,
the article will be held by CBP for 72 hours for FDA inspection

and disposition. |If the article of food is refused and there is



a return address, the parcel may be returned to sender. |If
there is no return address or the article of food in the parce
appears to present a hazard, FDA may di spose of or destroy it at
FDA' s expense. |f FDA does not respond within 72 hours of the
CBP hold, CBP will return the parcel back to the sender or, if
there is no return address, nmay destroy the parcel at FDA s
expense.

i. Food carried by or otherw se acconpanyi hg an i ndi vi dual

(8 1.283(b)). The individual nust have a copy of the

confirmati on when entering the United States. |If there is

i nadequate prior notice, the article will be refused entry and
may be held at the port or exported. |If arrangenents for
hol di ng or export cannot be made, the food may be destroyed.

j. FDA review after refusal (8 1.283(d)). After refusal

the submtter, inporter, owner, or ultimate consignee may submt
a witten request asking FDA to review whether the article is
subject to the requirenments of this subpart under 88 1.276(b)(5)
and 1.277, or whether the prior notice subm ssion is accurate.
The interimfinal rule also sets out procedures and tinefranes
for this review process.

k. Prohibition on delivery outside of the port (8

1.283(f)). A refused article of food may not be delivered to

the inporter, owner, or ultinate consignee until FDA has

exam ned the prior notice, determ ned the adequacy of the prior



notice and notified the transmtter and CBP that the article of
food covered by the prior notice is no |longer refused. Wen
food that has been refused under section 801(n) (1) of the FD&C
Act is held at the port or secure facility, it may not be
transferred by any person fromthe port or secure facility until
prior notice is submtted to FDA in accordance with this
subpart, FDA has exam ned the prior notice, FDA has determ ned
that the prior notice is adequate, and FDA has notified CBP and
the transmtter that the article of is food no | onger refused.

|. Relationship to adnmissibility (8 1.283(g)). A

determ nation that an article of food is no | onger subject to
refusal under section 801(n) (1) of the FD&C Act is different
t han, and may cone before, determ nations of adm ssibility under
ot her provisions of the FD&C Act or other U S laws. A
determ nation that an article of food is no | onger subject to
refusal under section 801(m (1) of the FD&C Act does not mean
that it will be granted adm ssion under other provisions of the
FD&C Act or other U. S. | aws.
6. What Are the O her Consequences of Failing to Submt Adequate
Prior Notice or OGherwise Failing to Conply Wth This Subpart?
(§ 1.284)

In accordance with section 301(ee) of the FD&C Act, the
proposed rule (8 1.278(g)) provided that it is a prohibited act

to inport or offer for inport an article of food w thout



conplying with the requirenments of section 801(nm) of the FD&C
Act, or otherwise to violate any requirenment under section
801(m. In addition, the proposed rule provided that the United
States can bring a civil action in Federal court to enjoin
persons who commt prohibited acts and bring a crimnal action
in Federal court to prosecute persons who commt prohibited
acts. In addition, under 21 U S.C. 335a, FDA can seek debar nent
of any person who has been convicted of a felony relating to
inportation of food into the United States.

(Conments) Sone comrents ask that FDA provide a transition
period for inplenmenting the regulation, during which a submtter
woul d not be prosecuted for providing i nadequate or inconplete
prior notice.

(Response) The requirenents of the statute do not allow for
this kind of a transition period. FDA will, however, provide
gui dance on enforcenent to its staff containing the agency’s
policies on injunctions, prosecution, and debarnment related to
failure to provide tinmely and accurate prior notice, as well as
the agency’'s policies regarding refusals under section 801(n (1)
of the FD&C Act and hol ds under section 801(1). FDA intends to
include a transition period in this guidance, during which it
w || enphasize education to achieve conpliance. Wile FDA w ||
nonet hel ess be authorized to take various types of enforcenent

action for violations of the prior notice requirenents, this



pl anned transition period will allow FDA to focus its resources
on the nost appropriate circunstances. Wiile this transition
period is inportant, FDA also intends to provide guidance to its
staff on enforcing the prior notice requirenents after a
transition period. These guidance docunents will be nade
available to the public, and FDA will publish a notice of

avai lability in the FEDERAL REQ STER.

This enforcenent discretion with regard to refusals of
foods under 801(m and 801(l) will not inpact FDA's ability to
take ot her actions that nay be necessary, such as conducting
i nspections for food safety and security concerns, determ ning
whet her an article of food is subject to refusal under section
801(a) of the FD&C Act at the port of entry, or taking any other
action under the FD&C Act. FDA may consider the failure to
provide prior notice as a factor in determ ning whether to
exam ne the product at destination. |In addition, it will not
i npact upon CBP's ability to assess penalties under 19 USC
1595a(b) or to take enforcenent action under any other
aut hority.

(Interimfinal rule) Section 1.284 of the interimfinal
rul e establishes a separate provision to cover the other
consequences of failing to submt adequate prior notice or
otherwise conply with 21 CFR part 1, subpart |I. The interim

final rule provides that the failure of a person who inports or



offers for inport an article of food to submit prior notice is a
prohi bited act under section 301(ee) of the FD&C Act (21 U.S.C
331(ee)). The interimfinal rule also sets out the civil,
crimnal, and debarnment actions that the United States may bring
agai nst persons who commt a prohibited act.

K. “What Happens to Food That Is Inported or Ofered for

| nport fromUnregi stered Facilities That Are Required to

Regi ster Under 21 CFR Part 1, Subpart H?” (8 1.285)

As set out in the preanble to the interimfinal rule on
registration of food facilities under section 415 of the FD&C
Act, FDA has decided to include in the prior notice interim
final rule the provisions that address what happens when inports
fromunregi stered foreign food facilities arrive at the port.
FDA deci ded this course was nost appropriate because, in the
first instance, we will be using the prior notice review process
to ensure that foreign food facilities are registered.

Mor eover, FDA believes that the procedures for dealing with food
fromunregistered foreign facilities should be, as they were in
t he proposed registration rule, identical in npst respects to
the prior notice procedures, and thus it nakes sense to

consol idate themin one regul ation.

(Comments) Comments on the registration proposed rule are
described in the preanble to the interimfinal registration

rule, published el sewhere in this issue of the Federal Register.




(Response) Responses to coments on the registration
proposed rule are described in the preanble to the interimfinal
registration rule, published el sewhere in this issue of the

Federal Regi ster.

7. InterimFinal Rule (8 1.285)

FDA revi sed the proposed rule to provide for nore
specificity, to clarify the status of food under hold, and to
provi de a nechanismfor FDA review after a hold is inposed.

a. Failure to register (g 1.285(a) and (b)). If an

article of food froma foreign manufacturer that is not
regi stered as required under section 415 of the FD&C Act (21
U S.C 350d) and 21 CFR part 1, subpart H, is inported or
offered for inport into the United States, the food is subject
to refusal of adm ssion under section 801(nm (1) of the FD&C Act
and 21 CFR 1.283(a) for failure to provide adequate prior
notice. The failure to provide the correct registration nunber
of any foreign manufacturer if registration is required under
section 415 of the FD&C Act and 21 CFR part 1, subpart H,
renders the identity of that facility inconplete.

If an article of food froma foreign facility that is not
regi stered as required under section 415 of the FD&C Act and 21
CFR part 1, subpart H, is inported or offered for inport, it is

subject to a hold within the port of entry for the article



unl ess directed by CBP or FDA under section 801(!) of the FD&C
Act unl ess exported.

b. Status and novenent of held food. An article of food

under hold is considered general order nerchandi se under section
490(a) of the Tariff Act of 1930, as anended. The food nust be
noved under appropriate custodial bond. FDA nust be notified of
the | ocation where the food has been or will be noved wthin 24
hours of the hold. It nust be taken directly to the designated
facility, shall not be entered, and shall not be delivered to
any inporter, owner, or ultimate consignee.

c. Segregation (8 1.285(d)). If a food placed on hold is

part of a shipnent that contains other articles, the food may be
segregated fromthe rest of the shipnment within the port of
arrival or where the article is held, if different.

d. Costs (8 1.285(e)). Neither FDA nor CBP will be liable

for transportation, storage, or other expenses resulting froma
hol d.

e. FDA review after hold (8 1.285(j)). After an article of

food has been placed on hold, prior notice submtter, the

i nporter, owner, or ultimate consignee may submit a witten
request asking FDA to review whether the foreign facility is
subject to the requirenents of section 415 of the FD&C Act. The
interimfinal rule also sets out procedures and tinmeframes for

this review process.



f. Export after refusal (8 1.285(f)). A food under hold

may be exported with CBP concurrence and supervi sion.

g. No registration or request for review (8 1.285(g)). |If

no registration nunber is obtained fromFDA or no request for
FDA review is submtted in a tinely fashion after a food is

pl aced under hold, the food will be dealt with as set forth in
CBP regul ations relating to general order nerchandise. It may
only be sold for export or destroyed as agreed to by CBP and
FDA.

h. International mail (8 1.285(k)). 1In the case of food

arriving by international mail, if required registration is

| acking, the article will be held by CBP for 72 hours for FDA

i nspection and disposition. |If the food is held and there is a
return address, the parcel may be returned to sender. |If there
is no return address or the article of food in the parcel
appears to present a hazard, the FDA nay di spose of or destroy
it, at FDA's expense. |If FDA does not respond within 72 hours
of the CBP hold, CBP nmay return the parcel to the sender or, if
there is no return address, destroy the parcel at FDA s expense.

i. Food carried by or otherw se acconpanyi ng an i ndi vi dual

(8 1.285(h)). If placed on hold, the individual may arrange to

have the food held at the port or exported. |If such

arrangenents cannot be nade, the food nay be destroyed.



j. Post-refusal and post-hold subnmissions (8§ 1.285(i)). To

resolve a refusal if an article of food has been refused under §
1.285(a), the facility nust be registered and a registration
nunber obtained from FDA. The prior notice nust then be
submtted in accordance with § 1.283(c).

To resolve the hold if an article of food is held under §
1.285(b) the foreign facility nmust be registered and a
regi strati on nunber obtained fromFDA. FDA nust be notified of
the applicable registration nunber in witing by mail, express
courier, fax, or e-mail. The notification nust provide the nane
and contact information for the person providing the
registration information. The |ocation for delivering this

notification will be listed at http://ww.fda.gov - see Food

Facility Registration. |If FDA determ nes that the food should
no |l onger be held, it will notify the person providing the
information and CBP the food is no | onger subject to hold under
section 801(I).

k. Prohibition on delivery outside of the port (8§

1.285(1)). An article of food under hold may not be delivered

to the inporter, owner, or ultinmate consignee or transferred by
any person fromthe port or the secure facility until
registration is conplete and FDA has notified CBP that the

article of food is no | onger under hold.



|. Relationship to other adnm ssibility provisions (8§

1.285(m). A determnation that an article of food is no |onger

subject to hold under section 801(1) of the FD&C Act is
different than, and may cone before, determ nations of
adm ssi bility under other provisions of the FD&C Act or ot her
US laws. A determnation that an article of food is no |onger
subj ect to hold under section 801(l) does not nean that it wll
be granted adm ssion under other provisions of the FD&C Act or
other U S. | aws.
| V. Issuance of an InterimFinal Rule and Effective Date;
Coment s

We are issuing this rule as an interimfinal rule, with an
opportunity for public coment. Although we are seeking coment
onthis interimfinal rule, it will be in effect on Decenber 12,
2003. Thus, its requirenments will be in effect and have the
force and effect of law fromthat date until they are nodified
by the issuance of a final rule. FDA wll, however, provide
gui dance on enforcenent to its staff containing the agency’s
policies on injunctions, prosecution, and debarnent related to
failure to provide tinely and accurate prior notice, as well as
the agency’s policies regarding refusals under section 801(m (1)
of the FD&C Act and hol ds under section 801(1). FDA intends to
include a transition period in this guidance, during which it

wi | | enphasi ze education to achieve conpliance. Wile FDA w |



nonet hel ess be authorized to take various types of enforcenent
action for violations of the prior notice requirenents, this

pl anned transition period will allow FDA to focus its resources
on the nost appropriate circunstances.

The coment period on this interimfinal rule will open
today for a period of 75 days. Mreover, to ensure that those
that comment on this interimfinal rule have had the benefit of
our outreach and educational efforts and have had experience
with the systens, tinefranes, and data el enments, FDA intends to
reopen the comment period for an additional 30 days in March
2004. In addition, this date will coincide with the issuance of
the plan by FDA and CBP relating to timefranes.

FDA invites public coment on this interimfinal rule. The
agency will consider nodifications to this interimfinal rule
based on comments made during the comment period. Interested
persons may submit to the Division of Dockets Managenent (see
ADDRESSES) witten or electronic coments regarding this interim
final rule by [75 days after Decenber 12, 2003.]. Two copi es of
any coments are to be submtted, except that individuals may
submt one copy. Submt one electronic copy. Submt electronic

coments to http://ww.fda. gov/docket s/ ecomments.

Comments are to be identified with the docket nunber found

in brackets in the heading of this docunent. Received comments



may be seen in the Division of Dockets Managenment between 9 a.m
and 4 p.m, Mnday through Friday.

As noted, this regulation is effective on Decenber 12,
2003. FDA will address comments received and confirmor anmend
the interimfinal rule in a final rule. The agency, however,
wi |l not consider any comments that have been previously
considered during this rul emaking.

V. Analysis of Econom c |npacts
A. Final Regulatory Inpact Analysis

FDA has exam ned the economic inplications of this interim
final rule as required by Executive Oder 12866. Executive
Order 12866 directs agencies to assess all costs and benefits of
avai |l abl e regulatory alternatives and, when regulation is
necessary, to select regul atory approaches that naxi m ze net
benefits (including potential economc, environnental, public
heal th and safety, and ot her advantages; distributive inpacts;
and equity). Executive Oder 12866 classifies a rule as
significant if it nmeets any one of a nunber of specified
condi tions, including: having an annual effect on the econony of
$100 million, adversely affecting a sector of the econony in a
mat eri al way, adversely affecting conpetition, or adversely
affecting jobs. A regulation is also considered a significant

regul atory action if it raises novel legal or policy issues. FDA



has determned that this interimfinal rule is a significant
regul atory action as defined by Executive Order 12866.

Comrents on the econom c anal ysis of the proposed prior
notice rule covered several major issues, including: the costs
estimated to learn the rule, the costs to coordinate prior
notice information, the costs of filing through a broker, and
the costs of delayed arrival (including truck tine costs and the
costs for |ost value of products). W address all coments
relevant to the economic analysis in detail as each issue
appears in the anal ysis.

1. Need for Regulation

Section 307 of the Bioterrorism Act of 2002 requires prior
notice of all food inported or offered for inport into the
United States. |If FDA fails to issue a final regul ation by
Decenber 12, 2003, section 307 of the Bioterrorism Act provides
for a default mnimum period of advance notice that is not fewer
than 8 hours and not nore than 5 days before an article of food
is inmported or offered for inport into the United States. This
regul ation is needed to inplenent the statutory provisions.

2. InterimFinal Rule Coverage

Unl ess excluded, this interimfinal rule applies to al
FDA-regul ated food for human and ani mal consunption that is
inmported or offered for inport into the United States. This

i ncludes food that is inported for export, food transshi pped



t hrough the United States to another country, and food for use
inan FTZ. This interimfinal rule does not apply to food that
is inported then exported fromthe port of arrival wthout
| eaving the port; neat, poultry, or egg products that are under
the exclusive jurisdiction of USDA;, food carried by or otherw se
acconpanyi ng an i ndi vi dual when entering the United States for
personal use. For the purpose of this rule, the definition of
food does not include food contact substances (including food
packagi ng), pesticide chem cals, or pesticide chem cal residues.

As required by the BioterrorismAct, the notification nust
provide the identity of the article, manufacturer, shipper, and
grower (if known), the FDA Country of Production, the country
fromwhich the article is shipped, and the anticipated port of
arrival. In addition, the notification nmust provide the
identity of the person who submts and transmits the prior
notice, the inporter, the owner, the consignee, the carrier, the
CBP entry identifier, anticipated tinme and date of arrival,
antici pated shipnment information, and, if the food has been
refused adm ssion and required to be held, the |ocation where it
i s held.

For food shipnments arriving in the United States through
international mail, notification of the inport nust be sent
before the article is mailed. Only the prior notice information

that is relevant to that type of shipnment nust be submtted for



articles of food arriving by international nail. Notification
of mail entries will be received only through the FDA PN System
Interface. For food carried by or otherw se acconpanyi ng an

i ndi vi dual when entering the United States that is not for
personal use, such as food for sale that is brought into the
United States in baggage, prior notice nust be submtted through
the FDA PN System Interface.

a. Nunber of establishnments affected. Using 2001 fi scal

year information from QASIS (industry codes 02 through 52, 54,
and 70 through 72), FDA has estimated that there are 77,427
i nporters and consi gnees who receive inported food shipnents.
Commenters were concerned that this inporter nunber represented
only inporters of edible food products, and not such itens as
food packagi ng. These comrenters concluded that FDA's estinate
was too low. QASIS does include all inporters of food, for both
humans and animals, and food-related itens and therefore does
not underestimate the nunber of food inporters. Also, because
food contact substances, including food packagi ng, are excl uded
frominterimfinal rule coverage, our estimate of inporters
shoul d sufficiently account for food inporters that m ght not
have been formally captured by the OASI S dat a.

Comments al so indicated t hat they wanted an expansi on of
the persons allowed to submt prior notice. The proposed rule

had restricted the subm ssion of prior notice to U S. inporters



or U S. purchasers (or their brokers). For the interimfinal
rul e, FDA has authorized the subm ssion of prior notice by any
per son.

Using information fromthe OASIS system FDA has determ ned
that there are approximately 100, 000 foreign
manuf act urers/ processors of an article of food. W assune here
that foreign manufacturer/processor costs associated with this
interimfinal rule will be spread across the supply chain; we
therefore do not directly address the distribution of costs. W
think it probable, however, that nost of the ongoing costs of
this interimfinal rule will be borne by consunmers in the form
of higher retail food prices.

i. New and closing inporter establishnents. In addition to

the U.S. inporters currently operating, in future years sone new
i nport businesses will open and sonme existing inport businesses
will close. According to the Small Business Administration, in
2001 about 10 percent of all businesses were new and 10 percent
of all businesses closed. These new inporters will have to
beconme famliar with the FDA prior notice system and sone may
need to obtain conputer equipnment and I nternet access to conply
with prior notice requirenents.

ii. Baseline. FDA considers the baseline for this analysis
the state of the world before the Bioterrorism Act, and we

assune this baseline has zero costs and benefits.



b. Current state of the world. The majority of the

information that will be required by section 307 of the
BioterrorismAct nowis supplied at the tine of entry by a
custons broker or self-filer, and usually is submtted

el ectronically. Al though inporters already nmust notify CBP of
entries, the BioterrorismAct requires notification to FDA
before the food shipnment reaches the U. S. port of arrival. This
requi renent will change the current practice of notifying CBP
and t hen subsequently FDA upon arrival (and as |ong as 15 days
past arrival based on the tinme the consunption entry nay be
filed with CBP).

OASI S showed that approximately 2.9 mllion food entry
lines were inported via sea and air transportation in fiscal
year 2002. Information on food-inporting practices indicates
that inmporters bringing food products into the United States by
vessel notify CBP and FDA before their arrival. Inporters using
vessel s as their node of transport for products can notify CBP
wel | in advance of the actual shipping date, but CBP will not
certify the entry until 5 days before the vessel is expected to
dock at a U. S. port. FDA is notified of the shipnent then,
through CBP, as early as 5 days before the vessel’s arrival at a
U S. port.

| mporters bringing food products in by airplane can notify

CBP of their intent to inport food into the United States no



nore than 24 hours before the schedul ed flight departure tine,
but cannot certify their cargo manifests with CBP until the

ai rpl ane has taken off fromthe airport of the exporting country
(“wheel s-up”). FDA is notified after “wheels up”, once the
inport entry has been filed and certified by CBP. CBP has
informed FDA that they receive flight information for 87.6
percent of the flights at the tinme of “wheels up.”

OASI S showed that around 2.3 mllion entry |lines of food
were inported into the United States via ground transportation
in fiscal year 2002. The usual practice today for food brought
in by truck or train (products comng directly from Canada or
Mexico) is not to notify CBP until arrival. (Filers can certify
their entry data up to 24 hours before arrival, but CBP does not
give a “screening response” to the entry until actual arrival.)
Even t hough these inporters likely have the orders and invoices
for these products in advance, they do not currently notify CBP
until the arrival of the food or thereafter.

The constraints prior notice places on those wishing to
inmport food into the United States depend on: Wen the order for
the product is placed, the m ninmumprior notice subm ssion tine,
and the manufacturing/ processing or other |ocation where the
product to be inported is held before inporting into the United
States. A longer prior notice subm ssion tinme would change nore

busi ness practices for food operations nearer to the U S. border



than for those farther away fromthe United States. For
exanple, an 8-hour prior notice mnimumtinmeframe wll not
significantly affect nost food shipnments inported from China,
because they are likely to come by sea or by air and the | ength
of the journey by either node of transportation is |longer than 8
hours. If the food to be inported is instead |ocated in Mexico
or Canada, and the prior notice submssion tinmefrane is 8 hours,
there is a greater |ikelihood that the food is | ocated | ess than
8 hours driving tinme fromthe U S. border, and transporting sone
shipments to the U S. buyer of the product within a specified
time would be nmuch nore difficult. Wereas there is no
expectation that a product ordered from China will arrive in the
United States in 8 hours, in the case of sone products from

Mexi co or Canada, normal business practices do include the
expectation of a quick or rushed delivery to a U S. destination;
this expectation nay not be net for some prescribed m ni num
prior notice subm ssion tinefranes.

G ven the standard inporting business practices descri bed
in the previous paragraphs, and given the restraints that prior
notice places on food inporters using |land transportation (and
in sone cases air transportation), we classify options for this
anal ysis by mninmum prior notice tine based on costs for those
shi prments of inported food that arrive in the United States by

ground and, in longer m nimum subm ssion tinme options, by air



transportation as well. Therefore, while we include food

shi pnments inported by vessel in the |earning, coordinating, and
subm tting costs of each option considered, we do not cal cul ate
a |l ost product value or waiting tinme for products arriving by
vessel because they are not constrained by the m nimum prior
notice timefranmes considered in any of the options. Highly
peri shabl e food products are generally not inported to the
United States by sea.

3. Regulatory Options Considered

Comments on the estimates used in the anal ysis of the
proposed rul e indicated that FDA should reexam ne the foll ow ng
factors: (1) The tine it takes to | earn about the prior notice
rule; (2) the tinme it takes to coordinate information for prior
notice subm ssion; (3) the nunmber of entries expected yearly;
(4) the lost value for perishable products; (5) the cost of
carrier waiting time; and (6) the costs to current BRASS users.
These comments have | ed FDA to assess additional options, and
revise the estimated costs for other options.

We anal yzed 12 options for a prior notice regulation. Each
option covers all food subject to the interimfinal rule that is
inported to the United States; the node of transportation for
the food is specifically addressed in options where m ni num

prior notice time constrains inportation:



Option 1. Current state of the world, pre-Bioterrorism Act
(baseline).

Option 2. Prior notice tinme of 1 hour (constrained by
shi pments arriving by | and nodes of transport); electronic
subm ssion of information. This option would require the
persons responsible for all food inported or offered for inport
into the United States to notify FDA of their intent to inport
articles of food through an inporter, custons broker, purchaser,
or other agent. This option applies to all inported foods
subject to the interimfinal rule. Subm ssion of prior notice
i nformati on nust be electronic. Any change in prior notice
i nformation requires resubm ssion of corrected or new
i nformati on.

Option 3. Require all conponents of option 2, but |engthen
the m nimum prior notice tinme to 2 hours (constrai ned by
shipnments arriving by |and transportati on nodes).

Option 4. Require all conponents of option 2, but |engthen
the m ninmumprior notice tine to 4 hours (constrai ned by
shipments arriving by air and | and nodes of transport);
el ectroni ¢ subm ssion of information.

Option 5. Require all conponents of option 2, including a
1-hour mninmum prior notice tinme for vehicles, but |engthen the

mnimum prior notice tine to 4 hours for articles of food



arriving by train and by air, and 8 hours for articles of food
arriving by vessel; electronic subm ssion of information.

Option 6. Require all conponents of option 2, but |engthen
the m nimum prior notice tinme to 2 hours for articles of food
arriving by vehicle, 4 hours for articles of food arriving by
train and by air, and 8 hours for articles of food arriving by
vessel ; electronic subm ssion of information (interimfina
rule).

Option 7. Require all conponents of option 4, but allow
sonme prior notice information to be revised 1 hour before
arrival at a U S. port.

Option 8. Require all conponents of option 2, but |engthen
the m nimum prior notice tinme to 8 hours (statutory self-
executing provision).

Option 9. Require all conponents of option 7, but allow
some prior notice infornmation to be revised 1 hour before
arrival at a U S. port.

Option 10. Require all conmponents of option 2, but |engthen
the prior notice tinme to 12 noon of the cal endar day before
crossing the U S. border.

Option 11. Require all conponents of option 9, but allow
sone prior notice information to be revised 1 hour before

arrival at a U S. port.



Option 12. Require all conponents of option 9, but allow
sone prior notice information to be revised 2 hours before
arrival at a U S. port (proposed rule).

a. Option 1: Current state of the world, pre-Bioterrorism

Act. Having no prior notice requirements is option 1 in our
anal ysis. The BioterrorismAct requires that FDA issue prior
notice regul ations or default times take effect, so this option
is not legally viable. The OB cost-benefit analysis guidelines
recommend di scussing statutory requirenents that affect the

sel ection of regul atory approaches. These guidelines also
recommend anal yzi ng the opportunity cost of |egal constraints
that prevent the selection of the regulatory action that best
satisfies the philosophy and principles of Executive O der
12866. This option will serve as the baseline against which

ot her options will be neasured for assessing costs and benefits.

b. Option 2: Mnimumprior notice tinmeframe of 1 hour;

el ectroni c subm ssion of information; any change in information

requires resubm ssion--i. Costs--(1) Learning costs. The party

responsi ble for submtting prior notice to FDA will incur
admnistrative and notification costs to conply with this

regul ation. The responsible party likely will becone aware of
the prior notice requirenent through normal business activities:
readi ng the trade press, reading industry news, FDA outreach,

trade outreach, or conversations with other business operators



who al so nust conply with prior notice. Once the submtter of
the informati on becones aware of the regul ation, he or she wll
need to learn the requirenents of the regul ation, which wl|l
require finding a copy of the prior notice requirenents and
readi ng and understandi ng them

In response to comments received, FDA has re-estimated the
costs of | earning about the prior notice regulation. Conmments
said that the FDA underestimated the | earning costs in the
proposed rul e, because of the |arge change in business
practices. According to the comments, the inporter, depending
upon its size, will have at least two trained filers for CBP and
FDA-rel ated entries. Comenters also stated that it is quite
likely that an entire brokerage staff, including supervisors,
will need to understand the FDA prior notice system

Some conments suggested that the estimated 1 and 2 hour
learning tinme for the rule would in fact be an all day training
event. Comments recalled having a daylong seminar to |earn
about OASI S when it was introduced. In response to the
information these coments subnmitted, in this final analysis,
FDA assunes that one nmanager and two subordi nates from each
i mporting business will attend an 8-hour training session on the
prior notice regul ation.

FDA used wage rates fromthe Bureau of Labor Statistics

Nat i onal Conpensation Survey (Ref. 3), doubled to include



over head costs, to estimate the cost of the tine to learn the
prior notice requirement. For an adm nistrative worker, the
cost per hour is $25.10: for a manager, $56.74. FDA assunes
that two admi nistrative workers and one manager will be trained
for 8 hours each on the prior notice requirenents. As shown in
table 1B of this docunent, total costs of this learning activity
are about $66 million for the first year.

G ven the 10 percent turnover in business reported by the
Smal | Busi ness Admi ni stration, FDA expects 10 percent of the
total search costs to be incurred in each subsequent year after
prior notice is in effect as newfirnms enter the industry. This

cost is also shown in table 1B of this docunent.



Table 1B.--Cost to Learn About the Prior Notice Requirements

Administrative Worker Cost

Manager Cost (two workers)

Number of firms 77,427 77,427
\Wage rate per hour for manager and administrator

\Worker (including overhead) $56.74 $25.10
1-day learning seminar 8 hours| 8 hourg
First year one time learning costs $35,145,664 $31,094,684
Total first year learning costs $66,240,000
Annual learning costs for new entrants $6,624,000

(2) Conputer acquisition costs.

Bot h the Produce Marketing

Associ ation (PMA) and the National Food Processors Association

(NFPA) subm tted comrents to FDA before FDA published the

proposed rul e that indicated that about 96 percent of the food

industry has readily avail able Internet access.

The Aneri can

Feed I ndustry Associ ation, which represents ani mal food

manuf acturers, also agreed with NFPA's estimate that 96 percent

of the food industry has electronic transmtting capacity.

Since all prior notices nust be submtted el ectronically,

we estimate that there are 3,097 responsible parties w thout

I nternet access (4 percent of the 77,427 inporters). These

persons will have to purchase a conmputer and gain Internet

access to transmt the information via a prior notice screen.

This one-tinme conputer cost and a recurring Internet access cost

for these facilities are shown in table 2 of this docunent.

Agai n, given a 10 percent turnover

rate for

busi nesses in

the inmport industry, we expect there to be new businesses in the

future that nmay need to purchase electronic transmtting



capabilities. Wth the passage of tinme, persons will likely
purchase this conputer equipnent in the ordinary course of

busi ness, not solely to conply with prior notice. W include an
estimate of this cost for new entrants to ensure that we do not
underestinmate the costs of electronic transmtting capacity.

A few comments indicated that they did not agree with the
estimted cost for Internet access; they stated that the cost
woul d be higher. Since FDA will be receiving nost prior notices
t hrough ABI/ACS, which is an el ectronic subm ssion system and
since the FDA PN SystemInterface will be used for nmail and
ot her non- ABI/ACS transm ssions and i s Wb-based, FDA does not

agree that Internet access rates should be estimted at a hi gher

rate.
Table 2.--Facilities and Responsible Parties Without Initial Internet Access

Number of facilities 3,097
Computer equipment cost per facility $2,000
IAnnual cost of Internet access ($20 per month x 12) $240
Search costs for equipment and access ($25.10 x 8 hours) $201
Total First Year One Time Cost of Electronic Transmitting Capacity $7,559,777
IAnnual one time cost of electronic transmitting capacity for firms entering

industry in subsequent years $755,978

(3) Annual costs to submit prior notice entry lines. FDA

used OASIS information to determ ne that about 5.2 mllion entry
lines of food were inported into the United States in fiscal
year 2002, including formal mail and express carrier (e.g.,

Federal Express) entries. An “entry line” is an FDA term used



by OASIS, which refers to a line on an invoice that reflects a
certain article specific to manufacturer/processor or packagi ng:
e.g., 100 cases containing 48, 6-0z cans of tuna.

Comments on the proposed rule were concerned that the FDA
fiscal year 2001 OASIS entry line estimate (4.7 mllion |ines)
was too low. Sonme comments said that not all the food
categories that wll need to submt prior notice were included
in the count; other comments said that the prior notice
requi rement woul d, because of the information required, increase
t he nunber of lines per entry by a significant anmount.

According to FDA OASI S codes, all formal entries for human
and animal food were included in the OASIS |line count. This
count included all food contact substances, including the bulk
chem cal s and polyners used to produce food-packagi ng materi al .
The OASIS |ine count also included the codes for beer and w ne,
but not distilled spirits (e.g., bourbon, whiskey, gin, etc.).

The OASIS entry line totals do not include informal entries
for mail or express carrier shipnments, or for food brought into
the United States as personal baggage, not for personal use, but
intended for sale or other distribution use. Persons bringing
food into the United States by these neans, however, are
required to submt prior notice to the FDA. Therefore, even
t hough food contact substances, including food packagi ng,

pesticide chem cals, and pesticide chem cal residues are no



| onger subject to the interimfinal rule, we do not reduce the
estimate of inported food entry lines in order to capture
informal food lines and other inported food itens that are not
currently included in the OASIS |line estimates. Rather than
adjust the total line estimate dowward to account for the

excl usi on of food packagi ng, pesticide chemcals, and pesticide
chem cal residues we adjust the estinate of |lines upwards to
capture food lines not in QASIS. The upward adjustnent should
be regarded as net of food contact substances and food
packagi ng.

For the prior notice interimfinal rule, then, FDA has re-
estimated the nunmber of entry lines expected to be filed yearly
for prior notice. The FDA PN System Interface and ABI/ACS are
estimated to handle up to 25,000 prior notice subm ssions on a
usual business day, for a projected yearly total of 6.5 mllion
subm ssions. (FDA's prior notice systemw || operate 24 hours a
day, 7 days a week; however, since nost shipnments enter the
United States during a nornal business work week, Monday through
Friday, we estimate the projected prior notice line total as
25,000 daily subm ssions x 260 days = 6.5 mllion |lines per
year.) This updated total includes estimtes for informal and
other entries not currently captured by OASIS.

According to OASI S data, the average inport entry contains

2.6 lines, which neans that there are typically nore than two



different articles of food per inport entry: e.g., 100 cases of
canned tuna and 50 cases of canned peaches in the same shipnent.
A prior notice nust be filed for each of the lines in an entry.

FDA estimates that it will take, on average, 1 hour to
submt an inport entry of 2.6 lines. This tinme is an average;
sone entries will take longer than 1 hour to conplete and other
entries will take less than 1 hour to conplete.

This 1- hour estimate includes 45 m nutes of an
adm ni strative worker’s time to gather information to initially
conpl ete the prior notice, and then 15 m nutes of a manager’s
time to verify that the information is correct. Assum ng t hat
there is an average of 2.6 lines per entry, and each line
requires a prior notice, then each line actually takes about 23
m nutes to conpl ete.

Comments on the prior notice proposed rule agreed with the
FDA estimation for tine to fill out the notice. Conments also
agreed that once prior notice submtters were famliar with the
i nformation required, an hour was a reasonable tine estinate.
Some comments, however, suggested that the tinme to nake
anendnents and updates to the prior notice had not been included
or was not sufficient in the proposed rule. FDA believes the 1
hour estimate is appropriate for the follow ng reasons: (1) The
interimfinal rule does not contain update or amendnent

provi sions as the reduced tinme for submtting a prior notice



negated the need for them (2) CBP Form 3461, (the entry
docunent upon which information is provided to CBP) carries an
estimated burden of 15.5 mnutes and FDA Inporter Entry Notice
(as required by section 801 of the FD&C Act) carries an
estimated burden of 8.5 m nutes (Paperwork Reduction Act
estimates); and (3) many conments agree with the hour estinmate
for submtting prior notice (23 mnutes per line).

Conments were al so concerned that FDA had not included
costs to have a licensed custons broker file prior notice
submi ssions in the costs estimated for the proposed rule. FDA
specifically made no assunptions in its analysis of the proposed
rul e about who would file the prior notice. Qur estinmate
covered anyone who was authorized to file a prior notice based
on the anticipated nunber of entry lines. The analysis
inplicitly assunmed that if an inporter, owner, or consignee
hired a custons broker to submit their prior notices, the broker
woul d do so at the marginal cost. |In the conpetitive market for
broker services, this assunption is reasonabl e.

However, FDA prior notice nmay now be submtted through
ABI / ACS for nobst inportations, so the burden of prior notice
subm ssion will nost likely be on the custons brokers that
normally file with CBP. Sonme comments said that the current
custons broker cost to file an entry with CBP is $110, with the

additional filing of prior notice increasing these costs by up



to 70 percent. Oher comments al so indicated that the
additional costs to file prior notice would be between $50 or
$100 or nore for an entry.

Based on comments and FDA's own research on the broker
costs, FDA agrees that the average costs to submt prior notice
will be higher than the $33 per entry estimated in the proposed
rule. For this interimfinal rule, FDA used information
provi ded by comenters to estinmate $75 as the cost to file prior
notice. FDA believes that using a mdrange estinmate is
appropriate for this cost since filing prior notice through
ABI / ACS shoul d efficiently conbine transactions costs for
brokers submitting information to both CBP and FDA

Using the OASIS data indicating that the average inported
entry contains 2.6 lines, we can then divide the expected yearly
6.5 mllion total lines by 2.6, which results in 2.5 mllion
expected inport entries. Table 3 of this docunent shows that
t he annual cost of prior notice subm ssions based on 2.5 mllion
entries will be about $187.5 nmillion.

Table 3.--Cost to Fill Out Prior Notice Screens by Import Entry (Must Be Electronic)

Broker cost per entry to submit prior notice $75
OASIS entry total based on 6.5 million lines 2,500,000
Total Annual Costs (of all prior notice screens based on 2.6 lines per entry,

including updates and amendments to the information) $187,500,000

(4) Information coordination costs. As previously stated,

FDA recei ved nunerous comments on the tine it takes to file a



prior notice for each line, with sone comrents agreeing that an
entry will take an hour to conplete once firnms |learn howto
submt the information. However, comments were concerned that

t he preparation cost to coordinate the information needed for
each prior notice had not been cal cul at ed.

In particular, comments said that firms will need to teach
their suppliers, manufacturers/processors, custoners, drivers,
war ehouses, growers, carriers, and shippers about the prior
notice requirements regardl ess of whether each of the parties
has filing responsibilities. FDA agrees. This new collection
wi || necessitate sonme additional coordination of information
anong the parties involved in inmporting the article of food into
the United States.

FDA assunes it takes about 2 business days (16 hours) for
an admni strative enployee of the prior notice-submtting firm
to coordinate with others to set up the new business practices
required to receive the informati on needed for prior notice. W
assunme this set-up tinme will be sufficient to coordinate
information for existing inporting accounts. Table 4 of this
docunent reports the costs of this information gathering and
coordi nating activity.

Because we expect sone inporting firnms to enter and | eave
the industry every year, so do we expect inporting firnms to

experience a turnover rate for their inport accounts. FDA



assunes that the turnover rate on these types of accounts is
simlar to the entry and exit rate of firnms. W therefore
assune that 10 percent of the firns’ accounts each year are new
accounts for which prior notice coordination of information is

needed. This cost is also presented in table 4 of this

docunent .

Table 4.--Information Gathering and Coordination for Prior Notice
Number of firms submitting notices 77,427
\Administrative worker wage rate (doubled to include overhead) $25.10
Time to coordinate existing accounts 16 hours
First year cost of coordination of information on current accounts $31,094,683
IAnnual cost of coordination of information on new accounts $3,109,468

ii. FDA costs. Information Technology. W assune that

FDA' s information technology (I T) costs for this option and each
option hereafter are the costs of interfacing with ABI/ACS to
receive prior notice through OASIS for nost FDA-regul ated food
subject to this interimfinal rule. FDA is devel oping an FDA PN
System Interface to receive prior notice information for inport
entries that cannot be accommodated t hrough ABI/ACS, mainly nai
and baggage entries, and prior notices for food refused under
section 801(m of the FD&C Act.

FDA has all ocated $12.5 million for the devel opnent of the
FDA prior notice systemfor fiscal year 2003. This total is
broken down into $7,400,000 for infrastructure design,

procurenment, setup, operations, and mai ntenance of conputer



syst em hardware and system and dat abase software and |icensing,
pl us $5, 100, 000 for contractor services for the design,
devel opnent, testing, and inplenentation of the FDA PN System
Interface and the extensive enhancenents required by OASIS to
support prior notice. These costs are summarized in table 5 of
this docunment. Also included in table 5 are the costs CBP has
incurred to accommobdate prior notice. CBP costs include
nodi fyi ng ABI/ACS, training, and outreach.

In the next few years, CBP plans to have its new system
ACE (Automated Commercial Environment), operational. The ACE
systemw || replace the current ABI/ACS as well as conbi ne ot her
CBP entry functions and transactions. Prior Notice subni ssion
will be conpatible with ACE. It is quite likely that inporters
will benefit fromthe enhanced functions of the new ACE system

Table5.--FDA Prior Notice System Costs

Infrastructure design and implementation $7,400,000
Contractor services $5,100,000
FDA system interface costs $12,500,000
CBP ABI/ACS system modification costs $500,000
Total prior notice system costs $13,000,000

Human Resources. The inplenentation of prior notice does

not specifically call for the hiring of additional FDA border or
i nspectional staff. However, even before the passage of the
Bioterrorism Act, FDA hired 300 additional consuner safety
officers to help with the inspection of articles of food. And

with the inplenmentation of the prior notice interimfinal rule,



it isquite likely that FDA will need to concentrate even nore
of its human resources on enforcenment activities. Currently,
FDA is working on a nenorandum of understanding with CBP that
woul d al | ow FDA to conmm ssion CBP' s hel p as needed for

i nspections and enforcenent activities related to the prior
notice rule.

Destruction of Foods. FDA will be responsible for the

destruction of articles of food that cone into the United States
via international nmail and whose prior notices are considered

i nadequate or refused. FDA does not have an estinate of these
destruction costs. W expect these destruction costs to be

m ni mal , however, based on the fact that these will be personal
food shipnments and that there were relatively few formal mai
entries (38,000) for articles of food in the OASIS data for
fiscal year 2002.

iii. Current operating practices affected--(1) Food

inporters currently using BRASS. In response to conments, FDA

and CBP have agreed to allow prior notice infornmation to be
filed through ABI/ACS for nost articles of food. By allow ng
prior notice to be submtted through ABI/ACS, FDA has elim nated
t he duplicative information collection that would have resulted
fromthe proposed stand-al one FDA Wb- based system \Wile
conbi ni ng agency efforts has elimnated duplicative subm ssion

of information for many food inporters, the conbi ned systemw ||



i ncrease subm ssion requirenents for those food inporters who
use BRASS.

BRASS is a CBP programthat allows expedited arrival
processi ng for high-volune, repetitive shipnents that have been
judged by CBP to be low risk. BRASS processing is not
conpatible with the el ectroni c subm ssion of prior notice
i nformati on because entry information for BRASS shipnments is not
filed until entry summary, long after the food has crossed the
border. Therefore, those food inporters who currently use BRASS
and its expedited arrival process will no |longer be able to do
SO once prior notice subm ssion is required.

Currently, inporters who qualify to use BRASS show
paperwork at the border. These inporters then only have to
submit an entry sumary after arrival (up to 10 business days
later). 1In contrast, non-BRASS inporters nmust submt an entry
and a later entry summary. Since prior notice is required
before arrival, inmporters of FDA-regul ated products will no
| onger be able to subnmit information to CBP using BRASS; they
must submit both the entry information (which includes prior
notice requirenents) and then a later entry summary to CBP

Data from CBP show t hat about 630,000 entry |ines were
subm tted through BRASS for FDA-regul ated products, including
foods, in fiscal year 2002. W use this information to estimate

the increased subm ssion costs for these inporters once they are



no |l onger able to use BRASS to expedite entry of their products.
| ncreased subm ssion costs cone in the formof having to nmake
two subm ssions through CBP instead of the one sunmary entry
after arrival in the United States. W calculated the cost of
the one additional transm ssion of information, now required due
to the prior notice information that is needed before arrival,
intable 3 of this docunent. By using these sanme costs per

i mport entry ($75), we can account for the extra costs for BRASS
users. Table 6 shows that the extra subm ssion of information
by i nporters no | onger able to use BRASS wi Il be about $18
mllion per year.

Bei ng able to use BRASS not only allows the condensing of
the subm ssion of required inport information, but also allows
the inporter’s carrier or transporter to spend less tine
crossing the border. BRASS users nust stop at the border only
| ong enough for a CBP official to “wand” the barcode information
pertaining to their shipments and assign a CBP entry nunber to
the shipnent. Once food inporters are no |onger able to use
BRASS, however, they nust not only submt nore information on
the shipnent than was previously required at arrival, but they
also will no longer be able to cross the border as quickly.
Because fornmer BRASS entries will no | onger be able to get

t hrough the border checkpoints as easily as they used to, we



i ncl ude here the cost of an extra hal f-hour of truck tine per
BRASS entry.

Usi ng one comment’s estimate of the cost of truck tine,
$250 per hour, we can calculate the yearly additional cost of
wait tine at the border for food inporters who were forner BRASS
users. Table 6 of this docunent shows the cost of the
addi tional truck time for BRASS users to be about $30 million

annual | y.

Table 6.--Additional Costs for BRASS Users

IAdditional Submission Costs

Total cost per import entry $75
FY 2002 BRASS line total for FDA -regulated products 630,000
BRASS yearly entry total (2.6 lines per entry) 242,308
IAdditional annual costs of submissions for BRASS users $18,173,100
Additional border wait time

Cost per half hour $125
BRASS yearly entry total (2.6 lines per entry) 242,308
IAdditional annual border wait costs for former BRASS users $30,288,500
Total annual additional food importing costs for BRASS users $48,462,000

(2) Loss of value for highly perishable products. A 1-hour

m ni mum prior notice requirenent would be less likely to change
current food inporting practices than would a | onger m ni num
time requirenent for prior notice subm ssion. Pre-proposa
comments received from Canadi an and Mexi can peri shabl e seaf ood
processors and produce growers indicated they would prefer the
m nimum prior notice tinme to be set at 4 hours or less. The
seaf ood processors and produce growers asked for the shorter

m ni mum prior notice tinme because the source of these food



products often is close to the U S. border, and the products are
peri shabl e.

For exanple, Canadian fruit and vegetabl e producers said
that such products as “leafy vegetabl es, green onions, cabbage,
caul i fl ower, new potatoes, sweet cherries, and berries are
harvested within hours of arrival at the U S. border and cannot
wi t hstand del ays, especially during the extrenme heat of summrer
and early fall when the products are in season.” As another
exanpl e, a produce conpany from Mexi co comrented that growers
typi cally harvest produce in the norning, pack and cool the
fruit in the afternoon, and then start the drive to the U S
border during evening hours. Sone, but not all, of the border
ports are open in the evenings during the height of the Mxican
produce season. |If notice to FDA is required by 12 noon the
cal endar day before arrival at the border, as FDA proposed, it
is unlikely that these produce products could be harvested in
the norning in Mexico and then enter the United States by the
same eveni ng, because not all the information would be prepared
intinme to neet the subm ssion deadline in the proposed rule,
whi ch was 12 noon the day before arrival in the United States.

Canadi an seafood industry comments said that 90 percent of
all fresh seafood sales are sane day orders that are processed,
sol d, and shipped in the same day. They also commented that if

buyers were required to submt seafood orders early (by 12 noon



on the cal endar day before arrival) because of prior notice
requi renents, they would tend to order short, rather than risk
being left with a deconposing inventory. Comments al so said
t hat many perishabl e seafood contracts with shippers call for a
variety of species to be delivered depending on what could be
harvested that day; thus, species and the specific anmount of
fish in an inport entry will be uncertain for |onger prior
notice timefranes.

From these comments, it is clear that at |east in sone
i ndustries, when the order for the shipnment is received, when
the prior notice is submtted, when the shipnment is |oaded, and
t he | oaded shipnent’s location relative to a U S. border al
play roles in determ ning how the requirenent for prior notice
will affect current business operating practices.

FDA expects that there will be sone inported shipnents by
vehicle for which the order was received just before the
shi pping tinme, sonme shipnments for which the conposition of the
product has changed since the tine when the prior notice was

subm tted, and sone shipnents for which other changes to the

information on the prior notice nmust be nmade. |Inporters whose
shiprments fall into this “changed” category nust resubmt the
prior notice or risk that their products will be refused

adm ssion into the United States and held if the notice is

deened i nadequat e.



FDA does not have information on the nunber of shipnents
t hat, under this option, would need to submt or resubmt prior
notice information due to a |ate order or a change in the
informati on provided on the original notice. W know that
changes will occur for sone percentage of all prior notices;
coments did not indicate the percentage of notices that would
have to be resubm tted.

Depending on the U S. entry point, however, comrents FDA
recei ved before publishing the proposal indicated that between
40 and 100 percent of shi pments from Canada and Mexico are
| oaded | ess than 4 hours before arrival. Therefore FDA believes
that it is this subset of inporters, inporting perishable
products not far fromthe U S. border, that will be nost
concerned with the prior notice subm ssion tinmefranme. Based on
this information, FDA bases its prior notice resubmn ssion
percentage rates and prior notice arrival tine on the 4 hours
requi red under option 4.

Option 4 is to have prior notice be required 4 hours before
arrival, with the resubm ssion rate at 20 percent; one-half the
coments’ | ower bound estimate of 40 percent. By using option 4
as the base option, we can then estimte resubm ssion rates for
prior notice arrival tinmes that are |l ess than 4 hours. W
assune, then, that for each hour reduction in required prior

notice arrival tinme, the resubm ssion rate for inporters of



peri shabl e produce and seafood (based on their |ocation to the
border and order placenent) is cut in half. Thus, for a 3 hour
prior notice tinmeframe, we assune the resubm ssion rate for
notices will be 10 percent, for a 2 hour prior notice tinmeframe
the resubm ssion rate for notices will be 5 percent, and for a 1
hour prior notice timeframe (this option) the resubm ssion rate
for notices is 2.5 percent.

(3) Loss of value for perishables. The follow ng

par agraphs and tables outline how FDA calculated a loss in
product value to account for the tine that perishable produce
and seafood from Canada and Mexico m ght have to wait to cross
the border due to prior notice resubnission. This wait occurs
if prior notice needs to be submtted or cancel ed and
resubmtted due to shi pnent changes when the shipnent is closer
to the border than the 1 hour required; the transporter of the
shi pmrent nmust wait for the minimumprior notice tinme to el apse
before crossing the border or risk being denied entry.

Comments from Canadi an and Mexi can peri shabl e seaf ood and
produce producers indicated that the node of transport that
causes the nost concern for delays are shipnents arriving in the
United States by truck. Sonme comments, however, indicated that
sone perishable products mght arrive via air transportation,

and that air flights fromLatin America and even potentially



some countries in Europe could take less than 8 hours and in
sonme cases |ess than 4 hours.

FDA has examned flight tinmes to the countries suggested by
comments. FDA does not believe that articles of food arriving
inthe United States on flights from South Arerica or from
Europe will be delayed by the prior notice requirenent.

However, FDA does believe that perishable products being fl own
in fromCentral Anerica m ght experience sone delay, and
therefore | ost product value, as a result of prior notice. W
will begin to include the products fromthese countries in
option 4, mninmumprior notice tinme of 4 hours.

| nformati on on perishabl e produce and seaf ood from Canada
and Mexico used in this analysis represents yearly shipnments of
each product regardl ess of node of transport. W assune nost of
t hese shipnents arrive in the United States by truck or other
ground transportation, given the proximty of Mexican and
Canadi an processors to the border, but it is possible that sone
shi pnments by air and sea are included in this count. These
yearly all-inclusive totals should therefore be sufficient to
account for any delay in tine that inporters of food shipnents
from Canada and Mexi co may experience.

Table 7 of this docunent shows the volune of fresh
peri shabl e produce inported into the United States from Mexico

for the cal endar year 2001 (Ref. 4). Produce was included in



the count if it was considered ‘highly or very highly

peri shable’ (Ref. 5) and if the produce was not regul ated under
section 8e of the Agricultural Marketing Agreenent Act of 1937
(AMAA).  Products currently regulated by the AMAA (i ncl udi ng,

t omat oes, avocadoes, oranges, dates, hazel nuts, grapefruit,
tabl e grapes, kiw fruit, lines, nost olives, onions, Irish
pot at oes, pluns, prunes, raisins, and walnuts), are required to
notify USDA at |east 1 day before arrival to make arrangenents
for inspection and certification of the product they are
importing. These products therefore are not included in the
count because they already have business practices in place that
woul d accommopdat e the prior notice requirenments provided in this
opti on.

Several comments wanted products under the AMAA and
products that are sonewhat |ess perishable to be included in the
perishability | oss of value calculation. FDA has decided not to
i ncl ude these products in the |ost value cal cul ation; products
under the AMAA al ready have operating practices in place to
ensure they provide notice before arrival and those products
that are |l ess than highly perishable, such as potatoes, are not
going to | ose val ue because of the prior notice tinmes presented
in these options. FDA will expand its analysis to include the
cost of additional truck tinme for |onger subm ssion tines for

all products being inported into the United States. FDA agrees



with the corments that stated that the cost of truck time froma
del ay at the border is a real cost regardless of a product’s
perishability.

Mul tiplying the volume of Mexican produce that was inported
into the United States in 2001 by the current U. S. border prices
per pound (Ref. 6) for these products gives an estinmate of
whol esal e revenue. Then we convert the whol esal e revenue to
retail revenue using the retail price mark-up on produce in the
United States. We will increase the whol esal e revenue by 100
percent in these estimates to represent a reasonable retai
price mark-up rate across produce comodities in the United
States (Ref. 7). Some comments did not agree with FDA s
cal cul ation of the spread between whol esale and retail prices
for perishable products. W reexam ne our choice of the 100
percent mark-up rate in a sensitivity analysis presented |ater

in the costs section.



Table 7.--Highly Perishable Produce Imported From Mexico

Perishable Produce Total Volume for 2001 Current Wholesale Price Total Revenues

From Mexico (100,000 Ib units) (% per Ib) (Sept. 2002) Wholesale ($)
Cucumbers 6,491 0.29 188,239,000
Peppers (all varieties) 6,088 0.53 322,664,000
Squash 4,158 0.71 295,218,000
Mangoes 3,461 0.57 197,277,000
Papaya 1,587 0.45 71,415,000
Broccoli 1,138 0.65 73,970,000
Eggplant 887 0.40 35,480,000
IAsparagus 856 1.29 110,424,000
Sweet corn 828 0.26 21,528,000
Strawberries 676 0.96 64,896,000
Beans 559 0.58 32,422,000
Radishes 516 0.31 15,996,000
Fruits-other 426 204 86,904,000
\V egetabl es-other 365 2.80 102,200,000
Greens 298 0.48 14,304,000
Spinach 197 1.375 27,087,500
Green peas 129 2.20 28,380,000
Okra 112 0.80 8,960,000
Berries-(miscellaneous) 78 1.67 13,026,000
Raspberries 32 4.40 14,080,000
IArtichokes 23 1.50 3,450,000
Mushrooms 7 1.60 1,120,000
Endive 4 0.37 148,000
Escarole 2 0.37 74,000
\Wholesale Value $1,729,262,500
Retail Value $3,458,525,000

We repeat the exercise outlined above in table 7 of
this docunent for Canada, as shown in table 8 of this
docunent. For these cal cul ati ons we assune that Canadi an
produce growers use business practices that are simlar to
FDA di d not

t hose used by Mexi can growers; recei ve any

comments to the contrary. As with the Mexican produce,

only Canadi an produce that is highly or very highly



peri shable and did not fall under the purview of the AMAA

is included in table 8 of this docunment.

Table 8.--Highly Perishable Produce Imported From Canada

Perishable Produce Total Volume for 2001 Current Wholesale Price Total Revenues

From Canada (100,000 Ib units) (% per Ib) (Sept. 2002) Wholesale ($)
Peppers 753 0.30 22,590,000
Cucumbers 627 0.145 9,091,500
Blueberries 401 142 56,942,000
Mushrooms 373 155 57,815,000
L ettuce-other 243 0.50 12,150,000
Raspberries 89 2.78 24,742,000
Broccoli 88 0.72 6,336,000
Cherries 37 130 4,810,000
Sweet cormn 36 0.22 792,000
Squash 27 0.17 459,000
Spinach 24 1.30 3,120,000
Radishes 11 0.50 550,000
Endive 9 0.17 153,000
Beans 7 0.50 350,000
Strawberries 5 0.575 287,500
Pears 4 0.39 156,000
Green peas 3 1.60 480,000
Greens 2 0.30 60,000
Eggplant 1 0.29 29,000
\Wholesale Value $200,913,000
Retail Value $401,826,000

Assum ng that perishable produce has an average |ife span
of 7 days, we estimate the value of the tinme lost (1 hour) for
2.5 percent of the inmports waiting to cross the border as a | ess
than 1 percent loss in the product’s value (1 hour out of 168
hours). Applying this 0.6 percent loss in value to 2.5 percent
of the total retail revenue of inported Mexican fresh produce
results in approximately a $519, 000 | oss in produce value. W
cal cul ate that same 0.6 percent loss in product value for 2.5

percent of the Canadi an inported perishable produce. This |oss



in product value due to the 1-hour wait tine totals
approxi mately $60, 000.

We used information fromthe annual inported seafood
statistics published by the National Marine Fisheries Service
(Ref. 8) to estimate the wei ght and whol esal e value in dollars
of all perishable seafood products inported from Mexi co and
Canada. As we did for perishable produce, we mark-up the
whol esal e price of the perishable seafood by 100 percent (Ref.
9) to represent the retail value of the products. Table 9 of
this docunent shows the val ue of perishable seafood inports from
Mexi co; table 10 of this docunent shows the value of perishable

seaf ood i nports from Canada.



Table 9.--Perishable Seafood Imported From Mexico

2001 Perishable Mexican Seafood Products Pounds Dallars

IAtka mackerel, fresh 1,995 2,200
Bass, fresh 1,362 2,218
Clam live, fresh 245,498 274,942,
Crab live, fresh 405,621 489,856
Crabmeat, fresh 287,531 1,540,130
Flatfish flounder, fresh 1,518 2,199
Flatfish fillet, fresh 1,705 3,100
Flatfish, fresh 678,768 781,883
Ground fish cod, fresh 4,000 2,400
Grouper, fresh 4,056,054 7,399,434
L obster, live 8,584 50,474
Rock lobster live, fresh 794,224 5,859,260
Mackerel, fresh 147,334 127,873
Marine fish fillet, fresh 2,120,250 7,395,902,
Marinefish, fresh 5,448,771 6,681,485
Marine fish scaled, fresh 162,105 125,344
Molluskslive, fresh 2,147 15,272
Octopus live, fresh 31,680 24,214
Oysters live, fresh 39,930 25,040
Salmon Atlantic fillet farmed, fresh 405 2,552
Sardine, sardinella, brisling, sprat, fresh 71,163 7,591
Scallops live, fresh 472,384 1,418,302
Sea urchin live, fresh 10,501 67,331
Sea urchin roe, fresh 464,946 4,641,659
Shark, fresh 1,500,877 711,349
Shrimp, shell-on, fresh 452,714 861,897
Snapper, fresh 5,835,775 9,254,300
Squid live, fresh 88,042 39,952
Swordfish, fresh 1,615,546 3,759,096
Trout, fresh 82,958 131,353
Rainbow trout farmed, fresh 80,384 161,526
Bigeyetuna, fresh 9,819 12,200
Bluefin tuna, fresh 82,471 332,250
Tuna, fresh 78,747 155,069
Y ellowfin tuna, fresh 2,012,848 3,771,488
\Whitefish fillet, fresh 3,590 7,560
Total Wholesale Value 27,302,246 56,138,703
Total Retail Value $112,277,406




Table 10.--Perishable Seafood |mported From Canada

2001 Perishable Canadian Seafood Products Pounds Dollars
Bass, fresh 727,830 740,152
Caviar 20,189 272,770
Clam geoduck live, fresh 155,927 1,097,902
Clam live, fresh 9,144,304 22,064,683
Crab live, fresh 9,479,765 24,066,021
Crabmeat, fresh 27,601 80,431
Crustaceans live, fresh 148,925 574,989
Fish liver and roe, fresh 51,154 229,569
Flatfish flounder fillet, fresh 750,468 1,238,031,
Flatfish flounder, fresh 6,264,346 4,367,780
Flatfish halibut Atlantic, fresh 1,948,791, 7,542,598
Flatfish halibut Pacific, fresh 12,553,266 39,850,556
Flatfish fillet, fresh 853,224 3,536,120
Flatfish, fresh 1,693,516 796,383
Flatfish solefillet, fresh 1,099,430 2,968,610
Flatfish sole, fresh 1,062,030 1,096,079
Flatfish turbot Greenland fillet, fresh 700,456 2,069,006
Flatfish turbot Greenland, fresh 862,211 3,146,300
Freshwater fish fillet, fresh 2,824,811 4,970,127
Freshwater fish, fresh 549,956 1,008,302
Groundfish cod Atlantic fillet, fresh 1,646,363 4,489,788
Groundfish cod Atlantic, fresh 4,904,368 5,199,471
Groundfish cod fillet, fresh 107,994 288,644
Groundfish cod, fresh 239,987 249,991
Groundfish cusk, fresh 8,281 22,060
Groundfish cusk, pollock fillet, fresh 218,854 362,293
Groundfish haddock fillet, fresh 708,261, 2,109,607
Groundfish haddock, fresh 17,391,202 19,469,582
Groundfish hake fillet, fresh 160,972 93,941
Groundfish hake, fresh 14,070,217 9,182,974
Groundfish ocean perch fillet, fresh 5,415,106 10,029,52(
Groundfish ocean perch, fresh 898,964 518,431,
Groundfish pollock Atlantic, fresh 2,362,637 1,595,615
Groundfish pollock, fresh 161,121 130,308
Herring, fresh 4,009,469 671,338
Lingcod, fresh 612,093 812,597
L obster, fresh 7,707 60,03(Q
L obster, live 49,200,925 244,567,173
Rock lobster live, fresh 196,858 1,133,246
Mackerel, fresh 943,155 595,937




Table 10.--Perishable Seafood |mported From Canada

2001 Perishable Canadian Seafood Products Pounds Dollars
Marine fish fillet, fresh 10,272,944 24,235,390
Marine fish, fresh 9,084,029 6,610,870
Molluskslive, fresh 809,461, 907,048
Monkfish, fresh 89,861 154,267
Mussels live, fresh farmed 18,545,254 13,693,263
Musselslive, fresh wild 98,842 104,273
Oysterslive, fresh farmed 2,918,098 4,378,548
Oysterslive, freshwild 579,011 1,236,868
Perch fillet, fresh 529,366 2,079,677
Perch, fresh 337,273 727,284
Pickerel fillet, fresh 850,256 3,715,248
Pickerel, fresh 1,682,743 3,500,552,
Pike, fresh 214,390 395,706
Pike perch, yellow pike, fresh 125,114 197,396
Sabl efish, fresh 21,648 48,845
Salmon Atlantic fillet, fresh farmed 28,972,418 97,270,694
Salmon Atlantic fillet, fresh wild 404,012, 1,281,582
IAtlantic Salmon, fresh farmed 107,101,696 248,809,617
IAtlantic Salmon, fresh wild 68,732 84,035
Chinook Salmon, fresh farmed 5,752,197 10,614,163
Chinook Salmon, fresh wild 225,509 530,368
Salmon chum, fresh 1,651,221, 1,133,029
Salmon coho, fresh farmed 1,382,572 1,963,499
Salmon coho, fresh wild 183,427 270,138
Salmon fillet, fresh 1,640,485 4,361,707
Salmon, fresh 2,820,957 5,430,272,
Pink Salmon, fresh 79,981 60,403
Sockeye salmon, fresh 265,505 457,427
Sal monidae, fresh 57,787 149,760
Scallops live, fresh 6,955,476 31,688,064
Sea urchin live, fresh 5,053,710 4,367,434
Sea urchin roe, fresh 11,414 94,706
Dogfish shark, fresh 3,300,398 1,003,294
Shark, fresh 223,788 206,838
Shrimp peeled, fresh 5,401 27,934
Shrimp shell-on, fresh 479,483 1,478,634
Smelts, fresh 509,586 606,463
Snail live, fresh 46,174 121,239
Snapper, fresh 37,316 94,366
Swordfish, fresh 1,809,654 6,488,992,




Table 10.--Perishable Seafood |mported From Canada

2001 Perishable Canadian Seafood Products Pounds Dollars
Trout, fresh 1,574,672 2,891,806
Rainbow trout, fresh farmed 361,121 608,347
IAlbacore tuna, fresh 25,859 70,076
Bigeye tuna, fresh 426,547 1,448,778
Bluefin tuna, fresh 288,361, 2,464,619
Tuna, fresh 13,429 50,299
Y ellowfin tuna, fresh 205,812 666,809
\Whitefish fillet, fresh 988,816 1,864,542
\Whitefish, fresh 8,224,484 11,262,979
Y ellow perch fillet, fresh 1,174,798 6,401,844
Total Wholesale Value 382,663,829 931,608,947
Total Retail Value $1,863,217,894

We used the sane logic for seafood as we did for produce to
account for the possibility of having to resubmt prior notice:
a change in the type of seafood in the shipnent made after the
original notice was submtted, |less than 1 hour before schedul ed
arrival, would lead to a reduction in value. W use the
reduction in the value of perishable inported seafood to account
for the cost of a wait at the border while prior notice is
resubmtted. Then, assum ng that perishable seafood will keep
for 2 days in a consunmer’s refrigerator (Ref. 10), we find that
an 1-hour wait caused by the prior notice requirenent for 2.5
percent of the products would result in a 2.1 percent loss in
t hat seafood s value (1 hour out of 48 hours). The lost tine
woul d result in a $59,000 | oss in value of Mexican perishable

seafood inmports and a $978,000 | oss in value of Canadi an

peri shabl e seaf ood i nports.



Tabl e 11 of this docunment shows the | oss in value caused by
the resubmtted prior notice information for the 2.5 percent of
i nported Mexican and Canadi an fresh seaf ood and produce
af fect ed.

Table11.--Loss in Vaue Caused by Resubmitted Prior Notice Under Option 2

Perishable Produce

2001 Imported Mexican Produce Total Retail Value $3,458,525,000
0.6% Reduction in value for 2.5% of Mexican produce $519,000
2001 Imported Canadian Produce Total Retail Value $401,826,000
0.6% Reduction in value for 2.5% of Canadian produce $60,000
Total Lost Vaue for Produce $579,000
Perishable Seaf ood

2001 Imported Mexican Seafood Total Retail Value $112,277,406
2.1% Reduction in value for 2.5% of Mexican seafood $59,000
2001 Imported Canadian Seafood Total Retail Value $1,863,217,894
2.1% Reduction in value for 2.5% of Canadian seafood $978,000
Total Lost Value for Seafood $1,037,000

Tabl e 12 of this docunent presents a sunmary of the costs

associated with option 2. Al so presented in table 12 of this

docunent are the present values of the costs associated with

this option, calculated using the OVB-recommended di scount rates

of 3 and 7 percent.

The first 6 rows of the summary table are the sane for

options 2 through 9. The options differ only in the tine set

for prior notice and revisions;

the differences

in cost across

options arise fromdifferences in the | ost value of produce and

seaf ood, and in some options, the cost of truck tine.



Table 12.--Summary of Costs for Option 2 (1 hour prior notice submission time)

Dollars (thousands)
L earning costs $66,240
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system costs $13,000
IAnnual coststo fill out prior notice screens $187,500
IAdditional costsfor BRASS users $48,462
Lost value for Mexican produce $519
L ost value for Canadian produce $60
L ost value for Mexican seafood $59
L ost value for Canadian seafood $978
Total first year costs for Option 2 $355,513
IAnnual costs after first year $249,372
Present value of costs at 7% for 20 years $2,741,043
Present value of costs at 3% for 20 years $3,813,068

c. Option 3: Mninumprior notice tinme of 2 hours before

arrival; electronic subm ssion of infornation; any change in

i nfornmati on requires resubnission. Option 3 requires that prior

notice be submtted 2 hours before arrival. If the prior notice
time for subm ssion is 2 hours instead of 1 hour, the
probability of having to adjust and resubmt prior notice
information will be greater. Now, instead of 2.5 percent of the
i nporters of perishable products from Canada and Mexi co havi ng
to cancel and resubmit their notices, we will assune that the 2-
hour subm ssion tinetable neans that 5 percent will have to
resubmt their notices. FDA expects nost orders to be placed
wel |l in advance of the 2-hour tinefrane. Carriers of these
products may not be able to cross the border for 2 hours instead

of 1 hour, which affects 1.2 percent of the produce |life span (2



hours out of 168 hours) and 4.2 percent of the seafood |ife span
(2 hours out of 48 hours).

Tabl e 13 of this docunent shows the |loss in value caused by
the resubmitted prior notice information for the 5 percent of
i nported Mexican and Canadi an fresh seaf ood and produce

af f ect ed.

Table 13.--Lossin Vaue Caused by Resubmitted Prior Notice Under Option 3

Perishable Produce

2001 Imported M exican produce total retail value $3,458,525,000
1.2% Reduction in value for 5% of Mexican produce $2,075,115
2001 Imported Canadian produce total retail value $401,826,000
1.2% Reduction in value for 5% of Canadian produce $241,096
Total Lost Value for Produce $2,316,000
Perishable Seaf ood

2001 Imported Mexican seafood total retail value $112,277,406
4.2% Reduction in value for 5% of Mexican seafood $235,783
2001 Imported Canadian seafood total retail value $1,863,217,894
4.2% Reduction in value for 5% of Canadian seafood $3,912,758
Total Lost Value for Seafood $4,149,000

W do not include the costs of truck tinme with this option,
as the prior notice timeframe is relatively short and
enconpassed within the tinme many trucks currently spend at the
bor ders.

Tabl e 14 of this docunent presents a sunmary of the costs
associated with option 3. Also presented in table 14 of this
docunent are the present values of the costs associated with
this option using the OVB-recommended di scount rates of 3 and 7

percent .



Table 14.--Summary of Costs for Option 3 (2 hour prior notice submission time)

Dollars (thousands)
L earning costs $66,240
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system costs $13,000
IAnnual coststo fill out prior notice screens $187,500
IAdditional costsfor BRASS users $48,462
L ost value for Mexican produce $2,075
L ost value for Canadian produce $241]
L ost value for Mexican seafood $236
L ost value for Canadian seafood $3,913
Total first year costsfor Option 3 $360,362
IAnnual costs after first year $254,221,
Present value of costs at 7% for 20 years $2,792,413
Present value of costs at 3% for 20 years $3,885,209

d. Option 4. Mninumprior notice tinmefrane of 4 hours

before arrival; electronic subm ssion of infornation; any change

in information requires resubm ssion. Option 4 requires that

prior notice be submtted 4 hours before arrival instead of 2
hours before arrival.

How nmuch t he business practices of inporters, produce
growers, and seafood processors will be affected by prior notice
requi rements again will depend on how early the orders are
recei ved conpared with how early prior notice nust be submtted.
|f the order for the product is placed nore than 4 hours before
t he shipment is scheduled to arrive at the border, then there

shoul d be no delay in the inportation of the product.



What is nore likely to cause a wait before crossing the
border is if the information on the prior notice changes after
the prior notice has been submtted (i.e., quantity shipped is
greater than the quantity specified on the prior notice); this
situation wll be exacerbated if the exporting facility is
| ocated within 4 hours of the U S. border. For exanple, if the
prior notice is submtted for swordfish before the transport is
| oaded, and the fish to be |oaded turns out to be shark instead
of swordfish, the prior notice information submtted wll not
mat ch the actual shipnment. This is one way that information on
a prior notice subm ssion mght change after the prior notice
has al ready been subnmitted to FDA, thus requiring a cancellation
of the prior notice and a resubm ssion of the corrected
i nformati on.

Having to resubmit a prior notice to FDA may not cause any
del ay of the shipment if the original subm ssion was pl aced
early enough. However, it is likely that the necessary
corrected prior notice information will be resubmtted not |ong
before the article of food starts heading for the border.
Therefore it is likely that some shipnents may have to wait
several hours before entering the United States.

If the prior notice tinme for subm ssion is 4 hours before
arrival instead of 2 hours, the probability of having to adjust

and resubmt prior notice information will be greater. Now,



i nstead of 5 percent of the inporters of perishable products
from Canada and Mexico having to resubmt their notices, we wll
assunme that the 4-hour subm ssion tinmetable neans that 20
percent will have to resubmt their notices. Since pre-proposa
comments asserted that 40 to 100 percent of trucks are | oaded

| ess than 4 hours before driving to the border, we will assune
one-half of their |ower-bound estimte as the percentage of
articles of food that will have to have their prior notices
resubmtted.

For this option, and other options where the mninmum prior
notice tine for food arriving by airplane is 4 hours or |onger,
we include the I ost value for highly and very highly perishable
produce and seafood inported from Central American countries
(i ncluding some Cari bbean countries and Col onbi a), not subject
to the AMAA. Perishable produce fromBelize, Costa Rica, the
Domi ni can Republic, Guatenala, Haiti, Jamaica, Honduras,

Ni car agua, Panama, and Col onbia can all be flown to Mam, FL in
2 to 4 hours, depending on the starting |ocation. Perishable
fish products fromthe Bahamas, Barbados, Costa Rica, the
Dom ni can Republic, El Salvador, Guatemala, Haiti, Honduras,
Jamai ca, N caragua, Panama, and Col onbia al so can be fl own to
Mam, FL in 2 to 4 hours. Table 15 of this docunent shows the
retail value of perishable produce inported fromCentral Anmerica

to the United States for 2001. Table 16 of this document shows



the retail

America for 2001.

val ue of perishabl e seafood inported from Central

Table 15.--Perishable Produce From Central America

Perishable Produce Total Volume for | Current V_Vhol%ale Total Revenues
From Central America 2001 Price Wholesale
(100,000 Ib units) | ($ per Ib) (Sept. 2002)|  ($ thousands)
Asparagus 37 129 4,773
Beans 11 0.58 638
Broccoli 1 0.65 65
Cherries 2 1.3 260
Cucumbers 363 0.29 10,527
Eggplant 61 0.4 2,44Q
Endive 13 0.37 481
Green peas 227 2.2 49,940
Mangoes 439 0.57 25,023
Berries (miscellaneous 14 1.67 2,338
Okra 2 0.8 16Q
Papaya 107 0.45 4,815
Peppers 39 0.53 2,067
Squash 73 0.71 5,183
Total 2001 wholesale value $108,710

Retail Value

$217,420




Table 16.--Perishable Seafood From Central America

2001 Perishable Seafood Products Flown

From Central America Pounds Dollars
Atka mackerel, fresh 14,128 22,148
Conch live, fresh 2,474,956 5,884,962
Crab live, fresh 248,580 1,125,507
Eels, fresh 207 7,520
Fish liver and roe, fresh 78,606 112,066
Flatfish flounder, fresh 6,622 7,840
Freshwater fish, fresh 211,853 354,798
Groundfish cod, fresh 1,808 2,381
Grouper, fresh 1,077,703 2,092,349
Lingcod, fresh 5,02Q 8,804
L obster (Homarus spp), fresh 104,689 1,007,256
Rock lobster, live 55,042 414,237
Mackerel, fresh 178,312 250,169
Marine fish fillet, fresh 5,840,824 12,442,031
Marine fish, fresh 21,284,450 32,628,025
Marine fish scaled, fresh 98,085 196,186
Molluscslive, fresh 7,372 14,739
Oysterslive, fresh 4,629 10,380
Perchfillet, fresh 6,461 13,104
Salmon Atlantic fillet, fresh farmed 8,969 16,002
Salmon fillet, fresh 3,764 10,524
Shark, fresh 35,823 45,543
Shrimp peeled, fresh 58,384 177,434
Snapper, fresh 8,502,525 14,314,692
Squid live, fresh 5,914 2,575
Swordfish, fresh 2,272,257 6,626,692
Swordfish steaks, fresh 1,577 5,945
Tilapiafillet, fresh 11,053,83( 28,080,704
Toothfish patagonian, fresh 5,636 15,574
Trout, fresh 67,799 130,844
Trout rainbow, fresh farmed 468,200 1,025,162
Tunaalbacore, fresh 55,561 113,930
Tunabigeye, fresh 2,924,770 8,348,825
Tunabluefin, fresh 1,580 2,148
Tuna, fresh 1,070,384 2,735,066
Tunayellowfin, fresh 2,542,404 7,652,086
Wholesale Value $125,898,248
Retail Value $251,796,496




| nporters of perishable products from Canada, Mexico, and
Central Anmerica nmay not be able to cross the border for 4 hours,
which is 2.4 percent of the produce |life span (4 hours out of
168 hours) and 8.3 percent of the seafood |ife span (4 hours out
of 48 hours).

Tabl e 17 of this docunent shows the | oss in value caused by
the cancell ed and resubmtted prior notice information for the
20 percent of inported Mexican, Canadi an, and Central American

peri shabl e seaf ood and produce affected.

Table 17.--Lossin Vaue Caused by Resubmitted Prior Notice Under Option 4

Perishable Produce

2001 Imported Mexican produce total retail value $3,458,525,000
2.4% Reduction in value for 20% of Mexican produce $16,600,920
2001 Imported Canadian produce total retail value $401,826,000
2.4% Reduction in value for 20% of Canadian produce $1,928,765
2001 Imported Central American produce total retail value $217,420,000
2.4% Reduction in value for 20% of Central American produce $1,043,616
Total Lost Value for Produce $19,574,000
Perishable Seafood

2001 Imported Mexican seafood total retail value $112,277,406
8.3% Reduction in value for 20% of Mexican seafood $1,863,805
2001 Imported Canadian seafood total retail value $1,863,217,894
8.3% Reduction in value for 20% of Canadian seafood $30,929,417
2001 Imported Central American produce total retail value $251,796,496
8.3% Reduction in value for 20% of Central American seafood $4,179,822
Total Lost Value for Seafood $36,973,000

For this 4-hour prior notice subm ssion tinmeframe and for
al | subsequent options with longer tinmefranes for subm ssion, we
al so begin to include sone holding tinme costs paid to carriers
of products to be inported. W add in this cost in response to

the comments that indicated that at |east 40 percent of food



products being inported from Canada and Mexi co are comnming from
| ocations |located 4 hours or less froma U S. border. For
products | ocated |l ess than 4 hours fromthe U S. border, it is
quite possible that the carrier will have to be paid for
additional waiting tinme over what had been established under the
current business practices. Comments indicated that additional
truck tinme was a real possibility for all food products being
i mported and not just perishable products. W therefore include
a percentage of all products requiring prior notice in the cost
estimate in table 18 of this docunent.

We do not have information on the nunber of inport entries
that may use additional truck time because of prior notice
subm ssion tines. Therefore, we will assune that 20 percent of
the 2.3 mllion lines that entered the United States by ground
transportation in fiscal year 2002 (based on OASIS data) wll
pay for an additional 1 hour of truck tine per entry. W use 20
percent as the percentage of trucks delayed to be consi stent
wi th our resubm ssion rate of 20 percent when the prior notice

submi ssion tinefrane is 4 hours before arrival

Table 18.--Cost of Additional Carrier Tme for Option 4

2002 OASIS import entry lines by ground transportation (truck or train) 2,300,000
IAverage number of lines per entry 2.6
Total number of ground entries 884,615
20% of ground entries 176,923
Cost for 1 hour of carrier time ($250 per hour) $250
Total cost of truck time $44,231,000




Tabl e 19 of this docunent presents a sunmary of the costs
associated with option 4. Also presented in table 19 of this
docunent are the present values of the costs associated with
this option using the OVB-recommended di scount rates of 3 and 7
percent.

Table 19.--Summary of Costs for Option 4 (4 hour minimum prior notice submission time)

Dollars (thousands)
L earning costs $66,240
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system cost $13,000
IAnnual coststo fill out prior notice screens $187,500
IAdditional Costsfor BRASS users $48,462
L ost value for Mexican produce $16,601
L ost value for Canadian produce $1,929
L ost value for Central American produce $1,044
L ost value for Mexican seafood $1,864
Lost value for Canadian seafood $30,929
L ost value for Central American seafood $4,180
Cost for truck time $44,231
Total first year costs for Option 4 $454,675
IAnnual costs after first year $348,534
Present value of costs at 7% for 20 years $3,791,567
Present value of costs at 3% for 20 years $5,288,348

e. Option 5. Mninmumprior notice tine frane of 1 hour

before arrival for vehicles, 4 hours before arrival for rail and

air, and 8 hours before arrival for vessels; electronic

subm ssion of information; any change in infornation requires

resubnmi ssion. Option 5 requires that prior notice be submtted

1 hour before arrival for articles of food being inported by

vehicl e and 4 hours before arrival for articles of food being



inmported by rail or air nodes of transportation. This optionis
a conbination of the mnimumprior notice tines used in options
2, 4, and 8. By varying mininmmprior notice tinmes by
conveyance type, option 5 provides flexibility for the inporters
where it is nost needed.

| nporters whose articles of food are transported by vehicle
from Canada and Mexico are nost constrained by facility
proximty to the United States, so a 1-hour mninmumprior notice
time for these shipnments is the | east constraining possible
while still allowing FDA the tinme needed to review the inport
information. Conmments on shipments of food arriving in the
United States by vehicle indicated that (specifically Mxican)
food facilities are often close to the U S. border, and thus
requested that FDA require a mininmumprior notice tinme of 2
hours rather than the proposed 12 noon the cal endar day prior to
arrival. A mninmumprior notice time for vehicle traffic of 1
hour will be even |less constraining on inporters than the 2
hours requested by the majority of comments.

| mporters whose shipnments of food are flown in fromthe
Cari bbean, Central Anerica, and Col onbia, or inporters whose
food shipnments are brought into the United States by train wll
be | ess constrained by m nimumprior notice tine than food
shi pnments arriving by vehicle, but nore constrained than food

shi pments arriving in the United States by vessel. Therefore,



for this option, inporters bringing food into the United States
by airplane or by train are required to give prior notice a

m ni mum 4 hours before arrival. This tinmeframe is sufficient
for even shorter flights from Cari bbean countries and Central
American countries to the United States. For exanple, though
the actual flying tinme of a direct flight fromthe Bahamas to
Mam is only 2 hours, the airplane nust be | oaded, taxied to
the runway, cleared for take-off, and on arrival |anded, taxied
fromthe runway, and unl oaded. A 4-hour m nimum prior notice
time will therefore sel dom be constraining. A 4-hour m nimum
prior notice tinme for flights could be constraining for rush
orders of food from Canada and Mexi co. However, OASIS fi scal
year 2002 data shows that only about 10,000 food entry lines
were flown in from Canada and only about 20,000 lines flown in
fromMexico. This is a very small portion, less than 1 percent,
of total shipments from Canada and Mexi co.

Option 5 requires that prior notice be submtted 8 hours
before arrival for articles of food being inported by vessel.
We do not specifically address food inportation by vessel in
this option because this node of transport wll not be
constrained by an 8 hour mninmumprior notice timefrane. The
costs of this option for vessels wll be the sane as in the

previ ous option.



(i) One-hour mnimumprior notice tine for food arriving hy

vehicle. Inporters of perishable products from Canada and
Mexi co, whose articles of food arrive in the United States by
vehicle, will have to submt prior notice 1 hour before arrival
This short, mninmum subm ssion tinme should elimnate the
probability of having to resubmt prior notice for all but 2.5
percent of those perishable products inported from Canada and
Mexi co.

OASI S data indicates that approxi mtely 44 percent of al
i mported food shipnments used |and transportation to arrive in
the United States for fiscal year 2002. These shipnents nust
come from Canada and Mexico (or in some cases transshi pped), as
t hese are the countries that have | and borders with the United
States. QOASIS data shows that only about 2 percent of inported
food shipnments arrived in the United States by rail in 2002, and
| ess than 1 percent of shipnments arrived from Canada and Mexico
by air. Thus, at |least 97 percent of all inported food
shi pnents arriving from Canada and Mexi co used vehicles as the
node of transport.

Using this 97 percent estimate, we cal cul ate the proportion
of the total retail value of highly perishable produce and
seaf ood from Canada and Mexico that arrives in the United States
by vehicle. W then use this newretail value, 97 percent of

the total value, to calculate the | ost product value (1 hour out



of 168 hours for produce, 1 hour out of 48 hours for seafood)
for the 2.5 percent of highly perishabl e produce and seafood
from Canada and Mexico for which inporters would have to
resubnmt the prior notice when the m ni mum subnission tine is 1
hour. Table 20 of this docunent shows the | oss in value caused
by the cancelled and resubm tted prior notice information for
the 2.5 percent of inported Mexi can and Canadi an perishabl e
seaf ood and produce affect ed.

W al so do not include the cost of truck tinme with this
option, because the m ninmumprior notice tinme for articles of
food arriving by vehicle is only 1 hour. Gven current border
wait tinmes and manufacturing/ processing facility distance from
the U.S. border, it is unlikely that articles of food will have
to wait to enter the United States because of prior notice
requirenments.

Table 20.—Lossin Vaue Caused by Resubmitted Prior Notice Under Option 5 for Shipments Arriving by Vehicle
(1-hour minimum notice reguirement)

Perishable Produce Dollars
2001 Imported Mexican produce total retail value $3,458,525,000
97% of Total retail value for Mexican produce $3,354,769,000
0.6% Reduction in value for 2.5% of Mexican produce $503,215
2001 Imported Canadian produce total retail value $401,826,000
97% of Total retail value for Canadian produce $389,771,000
0.6% Reduction in value for 2.5% of Canadian produce $58,466
Total lost value for produce $562,000

Perishable Seaf ood
2001 Imported Mexican seafood total retail value $112,277,000
97% of Total retail value for Mexican seafood $108,909,000
2.1% Reduction in value for 2.5% of Mexican seafood $57,177
2001 Imported Canadian seafood total retail value $1,863,218,000
97% of Total retail value for Canadian seafood $1,807,321,000
2.1% Reduction in value for 2.5% of Canadian seafood $948,844
Total lost value for seafood $1,006,000




(ii1) Four-hour mninmumprior notice tine for food arriving

by rail and air. The 4-hour m ni mum subm ssion tine for prior

notice applies to articles of food inported by rail and air
nodes of transportation. A 4-hour mninmumprior notice tinme for
t hese nodes of transportation could be constraining for products
arriving fromthe countries bordering the United States.

Since we are assum ng that 97 percent of food inported from
Canada and Mexico arrives by vehicle, we are left with 3 percent
that is inported by rail or air. W adjust the total retai
val ue of highly perishable produce and seaf ood from Canada and
Mexi co to account for this 3 percent. Table 21 of this docunent
shows the | ost value for the 20 percent of perishable products
arriving by rail and air from Canada and Mexico that may have to
resubnmit prior notice when the mnimumprior notice tine is 4
hour s.

For Central Anerican countries, it is probable that nost,
if not all, of their perishable products are inported to the
United States by air. Therefore, for the highly perishable
produce and seafood coming fromthe Central American region, we
assune that 97 percent of the perishable produce and seaf ood
fromCentral Arerica is shipped to the United States by air. W
adjust the total retail value of the perishable products from
Central America to reflect that 97 percent of the total val ue

that arrives in the United States by air. Table 21 of this



docunment shows the | oss of value for those 20 percent of air

shi pments from Central Anerica for which prior notice was

resubmtted under option 5.

Table 21.--Loss in Value Caused by Resubmitted Prior Notice Under Option 5 for Shipments Arriving by Air and

Rail (4-hour minimum notice requirement)

Perishable Produce Dollars
2001 Imported Mexican produce total retail value $3,458,525,000
3% of Total retail value for Mexcan produce $103,756,000
2.4% Reduction in value for 20% of Mexican produce $498,000
2001 Imported Canadian produce total retail value $401,826,000
3% of Total retail value for Canadian produce $12,055,000
2.4% Reduction in value for 20% of Canadian produce $58,000
2001 Imported Central American produce total retail value $217,420,000
97% of Total retail value for Central American produce $210,897,000
2.4% Reduction in value for 20% of Central American produce $1,012,000
Total lost value for produce $1,568,000
Perishable Seafood
2001 Imported Mexican seafood total retail value $112,277,000
3% of Total retail value for Mexican seafood $3,368,000
8.3% Reduction in value for 20% of Mexican seafood $56,000
2001 Imported Canadian seafood total retail value $1,863,218,000
3% of Total retail value for Canadian seafood $55,897,000
8.3% Reduction in value for 20% of Canadian seafood $928,000
2001 Imported Central American seafood total retail value $251,796,000
97% of Total retail value for Central American seafood $244,242,000
8.3% Reduction in value for 20% of Central American seafood $4,054,000
Total lost value for seafood $5,038,000

Tabl e 22 of this docunent presents a sunmary of the costs

associated with option 5, including the costs of the option at

t he OVB-recommended di scount rates of 3 and 7 percent.




Table 22.--Summary of Costs for Option 5

Dollars ($ thousands)

L earning costs $66,240
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system cost $13,000
Annual coststo fill out prior notice screens $187,500
Additional costsfor BRASS users $48,462
Lost value for produce $2,130
Lost value for seafood $6,044
Cost for truck time $0
Total first year costsfor option 5 $362,071
Annual costs after firstyear $255,929
Present value of costs at 7% for 20 years $2,810,515
Present value of costs at 3% for 20 years $3,910,630

e. Option 6:. Mninumprior notice tinmefrane of 2 hours

before arrival for vehicles, 4 hours before arrival

for rail and

air, and 8 hours before arrival for vessels;

el ectronic

subm ssion of infornmation; any change in infornation requires

resubnission (interimfinal rule). Option 6 requires that prior

noti ce be submtted 2 hours before arrival for

bei ng i nported by vehicle and 4 hours before arrival

articles of food

for articles

of food being inported by rail or air nodes of transportation.

Option 6 requires that prior notice be submtted 8 hours

before arrival for articles of food being inported by vessel. W

do not specifically address food inport by vessel

in this option

because this node of transport will not be constrained by an 8-

hour m nimum prior notice tinmeframe. The costs of this option

for vessels will be the same as in the previous options.

i . Two-hour mninmumprior notice tine for

food arriving by

vehicle. Inporters of perishable products from Canada and




Mexi co, whose articles of food arrive in the United States by
vehicle, wll have to submt prior notice 2 hours before
arrival. This short, mninmmsubm ssion tinme frame shoul d
elimnate the probability of having to resubmt prior notice for
all but 5 percent of those perishable products inported from
Canada and Mexi co.

OASI S data indicates that approxi mtely 44 percent of al
i mported food shipnents used | and transportation to arrive in
the United States for fiscal year 2002. These shipnments nust
come from Canada and Mexico (or in some cases transshi pped), as
t hese are the countries that have | and borders with the United
States. OASIS data shows that only about 2 percent of inported
food shipnments arrived in the United States by rail in 2002, and
| ess than 1 percent of shipments arrived from Canada and Mexico
by air. Thus, at |least 97 percent of all inported food
shi pments arriving from Canada and Mexi co used vehicles as the
node of transport.

Using this 97 percent estinate, we cal culate the proportion
of the total retail value of highly perishable produce and
seaf ood from Canada and Mexico that arrives in the United States
by vehicle. This newretail value, 97 percent of the total
value, is then used to calculate the |ost product value for the
5 percent of highly perishable produce and seafood from Canada

and Mexico for which inporters would have to resubmt the prior



noti ce when the mni num subm ssion tinme is 2 hours. Table 23 of
this docunent shows the loss in value caused by the cancelled
and resubmtted prior notice information for the 5 percent of

i mported Mexi can and Canadi an perishabl e seaf ood and produce

af fect ed.

We do not include the | ost value for perishable seafood and
produce inported from Central Anerica in table 23 of this
docunent since perishable products fromCentral Anerica are nost
likely flown into the United States. W also do not include the
cost of truck time with this option since the m ninmum prior
notice tine for articles of food arriving by vehicle is only 2
hours. G ven current border wait tinmes and
manuf act uri ng/ processing facility distance fromthe U S. border,
it is unlikely that trucks will have to wait to enter the United
St ates because of prior notice requirenents. W expect that
some delays will occur, but that they will be relatively rare
and will inpose little additional cost conmpared with a 1-hour
mnimum prior notice tine. W therefore do not include any

additional truck tinme costs for this option.



Table 23.--Loss in Value Caused by Resubmitted Prior Notice Under Option 6 for Shipments Arriving
by Vehicle (2 hour minimum notice requirement)

Perishable Produce Dollars

2001 Imported Mexican produce total retail value $3,458,525,000
97% of Total retail value for Mexican produce $3,354,769,000
1.2% Reduction in value for 5% of Mexican produce $2,013,000
2001 Imported Canadian produce total retail value $401,826,000
97% of Total retail value for Canadian produce $389,771,000
1.2% Reduction in value for 5% of Canadian produce $234,000
Total Lost Value for Produce $2,247,000
Perishable Seaf ood

2001 Imported Mexican seafood total retail value $112,277,000
97% of Total retail value for Mexican seafood $108,909,000
4.2% Reduction in value for 5% of Mexican seafood $229,00Q
2001 Imported Canadian seafood total retail value $1,863,218,000
97% of total retail value for Canadian seafood $1,807,321,000
4.2% Reduction in value for 5% of Canadian seafood $3,795,000
Total Lost Valuefor Seafood $4,024,000

ii. Four-hour mninmumprior notice tinme for food arriving by

rail and air. The 4-hour m ni mum subm ssion tine for prior

notice applies to articles of food inported by rail and air
nmodes of transportation. A 4-hour mninmum prior notice
timeframe for these nodes of transportation could be
constraining for products arriving fromthe countries bordering
the United States.

Since we are assumng that 97 percent of food inported from
Canada and Mexico arrives by vehicle, we are left with 3 percent
that is inported by rail or air. W adjust the total retai
val ue of highly perishable produce and seaf ood from Canada and
Mexi co to account for this 3 percent. Table 24 of this docunent

shows the | ost value for the 20 percent of perishable products



arriving by rail and air from Canada and Mexico that may have to
resubmt prior notice when the mninmumprior notice timeframe is
4 hours.

For Central Anerican countries, it is probable that nost,
if not all, of their perishable products are inported to the
United States by air. Therefore, for the highly perishable
produce and seafood comng fromthe Central Anerican region, we
assunme that 97 percent of the perishable produce and seaf ood
fromCentral Anerica is shipped to the United States by air. W
adjust the total retail value of the perishable products from
Central America to reflect that 97 percent of the total val ue
that arrives in the United States by air. Table 24 of this
docunent shows the |oss of value for those 20 percent of air
shi pments from Central Anmerica for which prior notice was

resubm tted under option 6.



Table 24.--Loss in Value Caused by Resubmitted Prior Notice Under Option 6 for Shipments Arriving by Air and

Rail (4 hour minimum notice requirement)

Perishable Produce Dollars
2001 Imported Mexican produce total retail value $3,458,525,000
3% of Total retail value for Mexican produce $103,756,000
2.4% Reduction in value for 20% of Mexican produce $498,000
2001 Imported Canadian produce total retail value $401,826,000
3% of Total retail value for Canadian produce $12,055,000
2.4% Reduction in value for 20% of Canadian produce $58,000
2001 Imported Central American produce total retail value $217,420,000
97% of Total retail value for Central American produce $210,897,000
2.4% Reduction in value for 20% of Central American produce $1,012,000
Total Lost Vaue for Produce $1,568,000
Perishable Seafood
2001 Imported Mexican seafood total retail value $112,277,000
3% of Total retail value for Mexican seafood $3,368,000
8.3% Reduction in value for 20% of Mexican seafood $56,000
2001 Imported Canadian seafood total retail value $1,863,218,000
3% of Total retail value for Canadian seafood $55,897,00Q
8.3% Reduction in value for 20% of Canadian seafood $928,000
2001 Imported Central American seafood total retail value $251,796,000
97% of Total retail value for Central American seafood $244,242,000
8.3% Reduction in value for 20% of Central American seafood $4,054,000
Total Lost Value for Seafood $5,038,000

Tabl e 25 of this docunent presents a sunmary of the costs

associated with option 6, including the costs of the option at

t he OVB-reconmended di scount rates of 3 and 7 percent.



Table 25.--Summary of Costs for Option 6--Interim Final Rule

Dollars (thousands)
Learning costs $66,240
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system cost $13,000
Annual coststo fill out prior notice screens $187,500
Additional costsfor BRASS users $48,462
Lost value for produce $3,815
Lost value for seafood $9,062
Cost for truck time $0
Total first year costs for Option 6 $366,744
IAnnual costs after first year $260,633
Present value of costs at 7% for 20 years $2,860,342
Present value of costs at 3% for 20 years $3,980,603

f. Option 7: Prior

notice required 4 hours before arrival;

el ectroni ¢ subm ssi on of

i nformation; all ow changes to the prior

notice subm ssion up to 1 hour before arrival. W now take the

estimates in option 4 and adjust themto account for the effects

of allow ng changes to the prior notice subm ssion w thout

requiring resubm ssion.

of 4 hours before arrival

Al t hough the original subm ssion tine

is relatively short, allow ng changes

to the original submssion, in the formof electronic amendnents

and updates, would inprove the flow of inport traffic by

reducing the notice resubm ssion rate. The snaller resubm ssion

rate woul d reduce the | oss of value for perishable foods that

m ght ot herwi se have to wait extra tine before crossing the U S

bor der.



Prior notice requires that certain infornmation about each
i nported food product be relayed to FDA before arrival. A nore
flexible entry screen that allows for updates and anmendnents to
sonme notice informati on woul d reduce the likelihood that the
original notice would have to be resubmtted by inporters, thus
| essening the tine burden, and therefore the costs of prior
notice. Even a 1 hour anendnent and updates to prior notice
woul d provide sone flexibility for inporters in industries where
certain information, such as the type of the product being
inmported and the quantity of the article to be inported, may
change or is not known until just before shipping.

It is also inportant to note here that we assune that the 1
hour tinme FDA has estimated that it takes to fill out each prior
notice is sufficient for this option, even with the opportunity
of anmending prior notice information. This time is sufficient
because anendi ng or updating a particular itemin the prior
notice subm ssion should only take a few seconds to a few
mnutes in time.

| f prior notice can be anended and updated, fewer
resubm ssions would occur. For this option, then, with
amendnent and updates, we w || assunme that the nunmber of prior
noti ce resubm ssions necessitated by changes in information on
the notice would be reduced from 20 percent (as in option 4) to

2.5 percent. FDA believes that the resubm ssion rate for a 4-



hour prior notice tinme with 1- hour amendrment will result in
about the sanme resubm ssion rate as option 2 (a straight, 1 hour
before arrival, prior notice tinefrane). FDA believes these two
timeframes will cause about the sane resubm ssion rate, because
both arrival tinmefranes are relatively short and both are within
the tineframe of 4 hours that was suggested by Canadi an and

Mexi can perishabl e products inporters.

Conpared with option 4 (4 hours prior notice with no
anendnents or updates), option 7 would save 4 hours wait tine
per prior notice subm ssion that can be anended or updat ed.

Prior notice subm ssions that cannot be anmended or updated,
however, would lead to waits of 4 hours. Those 2.5 percent of
shi pments for which prior notice cannot be anended or updated
woul d wait an extra 4 hours before being able to cross the
border. This wait translates into 2.4 percent of the perishable
produce life span (4 hours out of 168 hours) and 8.3 percent of
t he perishable seafood life span (4 hours out of 48 hours).
Tabl e 26 of this docunment shows the costs of submitting prior
notice for a 4-hour mninmumtine before arrival, with a 1-hour
tinmefranme before arrival for submtting anendnent and updates,
for Canadi an, Mexican, and Central American perishable produce

and seaf ood.



Table 26.--Loss in Value Caused by Resubmitted Prior Notice Under Option 7

Perishable Produce Dollars
2001 Imported Mexican produce total retail value $3,458,525,000
2.4% Reduction in value for 2.5% of Mexican produce $2,075,115
2001 Imported Canadian produce total retail value $401,826,000
2.4% Reduction in value for 2.5% of Canadian produce $241,096
2001 Imported Central American produce total retail value $217,420,000
2.4% Reduction in value for 2.5% of Central American produce $130,452
Total Lost Value for Produce $2,446,000

Perishable Seafood
2001 Imported Mexican seafood total retail value $112,277,406
8.3% Reduction in value for 2.5% of Mexican seafood $232,976
2001 Imported Canadian seafood total retail value $1,863,217,894
8.3% Reduction in value for 2.5% of Canadian seafood $3,866,177
2001 Imported Central American seafood total retail value $251,796,496
8.3% Reduction in value for 2.5% of Central American seafood $522,478
Total Lost Vaue for Seafood $4,621,000

Tabl e 27 of this docunent conpares the reduction in the

costs of this interimfinal rule if anmendnents and updates to

prior notice are allowed (option 7),

anendnent 4- hour option 4.

as opposed to the no-



Table 27.--Comparison of Option 4 With Option 7--Lost Value for Perishables

Perishable Mexican Produce Value L oss
Option 4--4 hour minimum notice $16,601,000
Option 7--4 hour notice with changes $2,075,000
Savings with amendment and update $14,526,000
Perishable Canadian Produce Value Loss
Option 4--4 hour minimum notice $1,929,000
Option 7--4 hour notice with changes $241,000
Savings with amendment and update $1,688,000
Perishable Central American Produce Value Loss
Option 4--4 hour minimum notice $1,044,000
Option 7--4 hour notice with changes $130,000
Savings with amendment and update $914,000
Perishable Mexican Seafood Value Loss
Option 4--4 hour minimum notice $1,864,000
Option 7--4 hour notice with changes $233,000
Savings with amendment and update $1,631,000
Perishable Canadian Seafood Value Loss
Option 4--4 hour minimum notice $30,929,00Q
Option 7--4 hour notice with changes $3,866,000
Savings with amendrent and update $27,063,00Q
Perishable Central American Seafood Value Loss
Option 4--4 hour minimum notice $4,180,000
Option 7--4 hour notice with changes $522,000
Savings with amendment and update $3,658,000

Al t hough submitters can anend prior notice information with
this option, we assune that those 2.5 percent of prior notice
subm ssions that cannot use the anendnent, but instead have to
wait an additional 4 hours to cross the border, would incur at
| east sone truck costs as a result of this wait tine.

Therefore, we will assune that 2.5 percent of the 2.3 mllion
lines that entered the United States by ground transportation in
fiscal year 2002 (based on OASIS data) would pay for an

additional 4 hours of truck tine per line. W use 2.5 percent



as t he percentage of trucks delayed to be consistent with our

resubm ssion rate of 2.5 percent when the prior notice

subm ssion tinefrane is 4 hours before arrival with a 1-hour

amendnent option. Table 28 of this docunent shows the costs of

truck time associated with those prior notices that cannot be

anended.

Table 28.--Cost of Additional Carrier Time for Option 7

2002 OASIS import entry lines by ground transportation (truck or train) 2,300,000
IAverage number of lines per entry 2.6
Total number of ground entries 884,615
2.5% of ground entries 22,115
Cost for 4 hours of carrier time ($250 per hour) $1,000
Total cost of truck time $22,115,000

Tabl e 29 of this docunent presents a sunmary of the costs

associated with option 7. Also presented in table 29 of this

docunment are the present values of the costs associated with

this option using the OVB-recommended di scount rates of 3 and 7

percent .



Table 29.--Summary of Costs for Option 7 (4 hour minimum submission time, 1 hour

amendment)
Dollars (thousands)
L earning costs $66,420
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system cost $13,000
IAnnual coststo fill out prior notice screens $187,500
IAdditional costsfor BRASS users $48,462
L ost value for Mexican produce $2,075
L ost value for Canadian produce $241]
L ost value for Central American produce $130
L ost value for Mexican seafood $233
L ost value for Canadian seafood $3,866
L ost value for Central American seafood $522
Cost for truck time $22,115
Total first year costsfor Option 7 $383,079
IAnnual costs after first year $276,938
Present value of costs at 7% for 20 years $3,033,077
Present value of costs at 3% for 20 years $4,223,181

g. Option 8 Mninmumprior notice tinmefrane of 8 hours

before arrival ; el ectronic subm ssion of infornation; any change

in information requires resubm ssion (statutory default option).

Option 8 is to issue an interimfinal rule that incorporates the
default mninumtinefrane for prior notices as provided in the
BioterrorismAct. Pre-proposal information and conments on the
proposed rule indicated that Canadi an and Mexi can produce
growers and seaf ood processors are concerned that the | onger the
mnimmtinme required for the prior notice, the less fresh their
products will be when they reach U S. custonmers. Less-than-
optimal fresh (i.e., lower quality) products would result in a

| ower price paid for the inported produce or seafood shipnents,



or possibly even the |oss of a custoner’s business to a donestic
pr oducer .

For inporters of perishable products such as seafood and
produce, the 8-hour mnimumtine for prior notice is expected to
change busi ness practices. How nmuch inporter, produce grower,
and seaf ood processor business practices will be affected by
prior notice requirenents will depend on how early the orders
are received conpared with how early prior notice nust be
submtted. Also, as the prior notice subm ssion tinme increases,
the location of the exporter in relation to the U S. border
beconmes a nore inportant factor in determ ning whether changes
i n business practices are needed.

If the prior notice time for submi ssion is 8 hours instead
of 4 hours, the probability of having to resubmt prior notice
information will be greater. Now, instead of 20 percent of the
i nporters of perishable products from Canada, Mexico, and
Central Anerica having to resubmt their notices, we wll assune
that the 8-hour subm ssion tinetable nmeans that 30 percent will
have to resubmt their notices.

As explained in option 2, we based the resubm ssion rate
per cent ages for perishable products com ng from Canada and
Mexi co on conments FDA received indicating that 40 to 100
percent of the products fromthese two countries are shi pped

fromlocations no nore than 4 hours fromthe border. For



shorter prior notice timeframes, starting with the 4-hour option
and novi ng downward in mninmum prior notice tinme, we halved the
resubm ssion rate because every hour decrease in required prior
notice submssion tine will elimnate a significant nunber of
prior notice resubm ssions for those facilities close to the
border. For options with | onger tinefranes, however, instead of
doubling the resubm ssion rate, we begin to add an additional 10
percent resubm ssion rate for each additional 4 hours of
required prior notice mninmum subm ssion tine. W do this
because, aside from perishable products and rush orders, nost
foods are ordered in advance of shipping and the quantities of
such foods are easily identifiable; these are orders that w |
not change and thus wll not require resubm ssion of prior

noti ce.

Carriers of products requiring prior notice nmay not be able
to cross the border for 8 hours or |onger, instead of 4 hours.
This time for prior notice represents 4.8 percent of the produce
life span (8 hours out of 168 hours) and 16.7 percent of the
seafood |ife span (8 hours out of 48 hours). Table 30 of this
docunent shows the | oss in value caused by the resubmtted prior
notice information for the 30 percent of inported Mexican,
Canadi an, and Central Anerican perishabl e seaf ood and produce

af f ect ed.



Table 30.--Loss in Value Caused by Resubmitted Prior Notice Under Option 8

Perishable Produce Dallars
2001 Imported Mexican produce total retail value $3,458,525,000
4.8% Reduction in value for 30% of Mexican produce $49,802,760
2001 Imported Canadian produce total retail value $401,826,000
4.8% Reduction in value for 30% of Canadian produce $5,786,294
2001 Imported Central American produce total retail value $217,420,000
4.8% Reduction in value for 30% of Central American produce $3,130,848
Total Lost Value of Produce $58,720,000

Perishable Seafood
2001 Imported Mexican seafood total retail value $112,277,406
16.7% Reduction in value for 30% of Mexican seaf ood $5,625,098
2001 Imported Canadian seafood total retail value $1,863,217,894
16.7% Reduction in value for 30% of Canadian seafood $93,347,216
2001 Imported Central American seafood total retail value $251,796,496
16.7% Reduction in value for 30% of Central American seafood $12,615,004
Total Lost Value for Seafood $111,587,000

For this 8-hour prior notice subm ssion tinmeframe, we
i nclude holding tinme costs paid to carriers of products to be
inported. W add in this cost in response to comments
indicating that for |onger subm ssion tinefranmes and for
products | ocated |l ess than 8 hours fromthe U S. border, it is
quite possible that the carrier would have to be paid for
additional waiting tinme over what had been established under the
current business practices.

We do not have information on the nunber of inport entries
that may use additional truck time because of prior notice
subm ssion tinmeframes. We will assunme that 30 percent of the
2.3 mllion lines that entered the United States by ground

transportation in fiscal year 2002 (based on OASI S data) would



pay for an additional 2 hours of truck time per entry.

W use

30 percent as the percentage of trucks del ayed to be consi stent

W th our resubm ssion rate of 30 percent when the prior notice
subm ssion tinefrane is 8 hours before arrival. These costs are
summari zed in table 31 of this docunent.
Table 31.--Cost of Additional Carrier Time for Option 8

2001 OASIS import entry lines by ground transportation (truck or train) 2,300,000
IAverage number of lines per entry 2.6
Total number of ground entries 884,615
30% of ground entries 265,385
Cost for 2 hours of carrier time ($250 per hour) $500
Total cost of truck time $132,692,500

Tabl e 32 of this docunent presents a sunmary of the costs

associated with option 8. Also presented in table 32 of this

docunent are the present values of the costs associated with

this option using the OVMB-recommended di scount rates of 3 and 7

percent .



Table 32.--Summary of Costsfor Option 8
(8-hour minimum prior notice submission time)

Dollars (thousands)
L earning costs $66,420
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system cost $13,000
IAnnual coststo fill out prior notice screens $187,500
IAdditional costsfor BRASS users $48,462
L ost value for Mexican produce $49,803
L ost value for Canadian produce $5,786
L ost value for Central American produce $3,131
L ost value for Mexican seafood $5,629
L ost value for Canadian seafood $93,347]
L ost value for Central American seafood $12,615
Cost for truck time $132,693
Total first year costs for Option 8 $656,897
IAnnual costs after first year $550,756
Present value of costs at 7% for 20 years $5,933,909
Present value of costs at 3% for 20 years $8,296,901]

h. Option 9. Prior notice required 8 hours before arrival

el ectroni ¢ subni ssion of information; all ow changes to the prior

notice subm ssion up to 1 hour before arrival. W now take the

estimates in option 8 and adjust themto account for the effects
of allow ng changes to the prior notice submssion. Wth an
original submssion tinme of 8 hours before arrival, it is likely
that all ow ng changes to the original subm ssion, in the form of
el ectroni c anendnments and updates, would i nprove the flow of
inmport traffic--especially since coments indicated that between
40 and 100 percent of products com ng from Canada and Mexico are
within 4 hours of a U S. border. Regardless of when the order

is placed, if the exporting facility of the product is |ocated



| ess than 8 hours froma U S. border, allow ng anmendnents and
updates to prior notice would reduce the notice resubn ssion
rate, and al so reduce the | oss of value for perishable foods

t hat m ght otherw se have to wait extra tinme before crossing the
U. S. border.

Again, we note with this option, we assune that the FDA 1-
hour tine estimate for filling out each prior notice is
sufficient, even with the option of anending prior notice
information. This time is sufficient because anendi ng or
updating a particular itemin the prior notice subm ssion should
only take a few seconds to a few mnutes in tine.

For this option, with amendnent and updates, we will assune
t hat the nunber of prior notice resubm ssions necessitated by
changes in information on the notice will be reduced from30 to
5 percent. Although the amendnent will elimnate the need for
notice resubm ssion for many entries, the uncertainty associ ated
wi th sonme shipnent information increases as the prior notice
m ni mum subm ssion timefranme increases. Thus, for an 8-hour
original submssion tinme frame, it is unlikely that the
al | onance of an anendnent will reduce the prior notice
resubmi ssion rate to 2.5 percent as presented in option 7.
| nstead, we assune that an 8-hour prior notice subm ssion
timeframe with a 1-hour anmendnent will reduce the prior notice

resubm ssion rate to 5 percent.



Option 9 saves 8 hours of wait tine per entry for prior

notices that can be anended or updated.
inports for which the prior notice cannot be anended,
will end up waiting at the border or at the

manuf acturing/ processing facility an additional

The 5 percent of

however ,

8 hours before

arriving in the United States, which is 4.8 percent of the

peri shabl e produce |ife span (8 hours out of 168 hours) and 16.7

percent of the perishable seafood Iife span (8 hours out of 48

hours). Table 33 of this docunent shows the costs of submtting

prior notice for an 8 hour mninumtime, with a 1- hour amendnent

and updates, for Canadi an, Mexi can,

peri shabl e produce and seaf ood.

and Centr al

Ameri can

Table 33.--Lossin Value Caused by Resubmitted Prior Notice Under Option 8

Perishable Produce Dollars
2001 Imported Mexican Produce total retail value $3,458,525,000
4.8% Reduction in value for 5% of Mexican produce $8,300,460
2001 Imported Canadian produce total retail value $401,826,000
4.8% Reduction in value for 5% of Canadian produce $964,382
2001 Imported Central American produce total retail value $217,420,000
4.8% Reduction in value for 5% of Central American produce $521,808
Lost Value for Produce $9,786,000

Perishable Seafood
2001 Imported Mexican seafood total retail value $112,277,406
16.7% Reduction in value for 5% of Mexican seafood $937,514
2001 Imported Canadian seafood total retail value $1,863,217,894
16.7% Reduction in value for 5% of Canadian seafood $15,557,869
2001 Imported Central American seafood total retail value $251,796,496
16.7% Reduction in value for 5% of Central American seafood $2,102,507

Total Lost Value for Seafood

$18,599,00Q




Tabl e 34 of this document conpares the reduction in the
costs of this interimfinal rule if an amendnent and update to
prior notice is allowed (option 9) as opposed to the no-
amendnment option 8.

Table 34.--Comparison of Option 8 With Option 9--Lost Value for Perishables

Perishable Mexican Produce Value Loss
Option 8--8 hour minimum notice $41,502,000
Option 9--8 hour notice with changes $8,300,000
Savings with amendment and update $33,202,000
Perishable Canadian Produce Value Loss
Option 8--8 hour minimum notice $4,822,00Q
Option 9--8 hour notice with changes $964,000
Savings with amendment and update $3,858,000
Perishable Central American Produce Value Loss
Option 8--8 hour minimum notice $3,131,000
Option 9--8 hour notice with changes $522,000
Savings with amendment and update $2,609,000
Perishable Mexican Seafood Value Loss
Option 8--8 hour minimum notice $4,688,000
Option 9--8 hour notice with changes $938,000
Savings with amendment and update $3,750,000
Perishable Canadian Seafood Value Loss
Option 8--8 hour minimum notice $77,789,00Q
Option 9--8 hour notice with changes $15,558,000
Savings with amendment and update $62,231,00Q
Perishable Central American Seafood Value Loss
Option 8--8 hour minimum notice $12,615,000
Option 9--8 hour notice with changes $2,103,000
Savings with amendment and update $10,512,000

Al t hough submitters can anmend prior notice information with
this option, we assune that those 5 percent of entries that
cannot use the amendnent, but instead have to wait an additional
8 hours before arriving in the United States would incur at

| east sonme truck costs as a result of this wait tine. W wll



therefore assunme that 5 percent of the 2.3 million lines that
entered the United States by ground transportation in fiscal
year 2002 (based on QASIS data) would pay for an additional 8
hours of truck tine per prior notice submssion. W use 5
percent as the percentage of trucks del ayed to be consi stent
with our resubmi ssion rate of 5 percent when the prior notice
subm ssion timefranme is 8 hours before arrival with a 1-hour
anendnent option. Table 35 shows the costs of truck tine

associated with those prior notices that cannot be anended.

Table 35.--Cost of Additional Carrier Time for Option 9

2002 OASIS import entry lines by ground transportation (truck or train) 2,300,000
IAverage number of lines per entry 2.6
Total number of ground entries 884,615
5% of ground entries 44,231
Cost for 8 hours of carrier time ($250 per hour) $2,000
Total cost of truck time $88,462,000

Tabl e 36 of this docunent presents a sunmary of the costs
associated with option 9. Also presented in table 36 of this
docunent are the present values of the costs associated with
this option using the OVB-recommended di scount rates of 3 and 7

percent .



Table 36.--Summary of Costs for Option 9
(8-hour prior notice minimum submission time, 1-hour amendment)

Dollars (thousands)
L earning costs $66,420
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system cost $13,000
IAnnual coststo fill out prior notice screens $187,500
IAdditional costsfor BRASS users $48,462
L ost value for Mexican produce $8,300
L ost value for Canadian produce $964
L ost value for Central American produce $522
L ost value for Mexican seafood $939
L ost value for Canadian seafood $15,558
L ost value for Central American seafood $2,103
Cost for truck time $88,462
Total first year costs for Option 9 $470,744
IAnnual costs after first year $364,603
Present value of costs at 7% for 20 years $3,961,802
Present value of costs at 3% for 20 years $5,527,415

i. Option 10: Prior notice received by 12 noon of the

cal endar day before arrival; el ectronic subnm ssion of

i nformation; any change in information requires resubnission.

This option requires that prior notice be submtted no |ater
than 12 noon of the cal endar day before the expected day of
arrival. Under this option, prior notice submtters will have
to |l et FDA know of the incom ng food shipnent at |east 12 hours
before the shi pnent reaches the U S. port of arrival. This
option would likely cause a change in inporter business
practices and the business practices of their clients in much

the sane way as option 8, but the potential |oss of product



val ue i s higher because the minimumprior notice tine has
i ncreased.

Agai n, how busi ness practices would be affected by prior
noti ce requirenments depends on how early the invoice orders are
recei ved, when the truck is | oaded, and when prior notice is
subm tt ed.

As before, we assune that as the m ninmumnotice tine
i ncreases, the likelihood of a resubm ssion al so increases.
| nstead of 30 percent of the inporters of perishable products
from Canada and Mexico having to cancel their original prior
notices and resubmt, we will assunme that the 12-hour subm ssion
ti metabl e neans that 40 percent will have to cancel and resubmt
their notices.

We increase the percentage of resubm ssion this tinme by 10
percent because as the prior notice time frane increases
relative to the tine of arrival, it becones nore |likely that the
prior notice information will change after the notice is
submtted to FDA thus requiring resubm ssion of the notice.

The transporters of products with resubmtted prior notices may
then have to wait as long as 12 hours, which affects 7.1 percent
of the produce life span (12 hours out of 168 hours) and 25
percent of the seafood |ife span (12 hours out of 48 hours).
Tabl e 37 of this docunent shows the | oss in value caused by

the resubmtted prior notice information for the 40 percent of



i nported Mexi can, Canadi an, and Central American perishable

seaf ood and produce that m ght be affected.

Table 37.--Loss in Value Caused by Resubmitted Prior Notice Under Option 10

Perishable Produce Dollars

2001 Imported Mexican produce total retail value $3,458,525,000
7.1% Reduction in value for 40% of Mexican produce $98,222,11(Q
2001 Imported Canadian produce total retail value $401,826,000
7.1% Reduction in value for 40% of Canadian produce $11,411,858
2001 Imported Central American produce total retail value $217,420,000
7.1% Reduction in value for 40% of Central American produce $6,174,728
Total Lost Value for Produce $115,809,000
Perishable Seaf ood

2001 Imported Mexican seafood total retail value $112,277,406
25% Reduction in value for 40% of Mexican seafood $11,227,741
2001 Imported Canadian Seafood total retail value $1,863,217,894
25% Reduction in value for 40% of Canadian seafood $186,321,789
2001 Imported Central American seafood total retail value $251,796,496
25% Reduction in value for 40% of Central American seafood $25,179,650
Total Lost Value for Seafood $222,730,000

For option 10, we also include the costs of additional
carrier time that may be necessary due to the | onger mninmum
prior notice submssion tineframe. For option 8 we had included
the cost of an additional 2 hours of truck time for 30 percent
of ground-based inport entry lines; for this option we w ||
include the cost of an additional 4 hours of truck tinme for 40
percent of ground-based inport entry lines. W expect the
percentage of inported shipnents that need extra truck tine, and
the truck tine itself, to increase as the prior notice
submi ssion tineframe i ncreases. These costs are summari zed in

tabl e 38 of this docunent.



Table 38.--Cost of Additional Carrier Time for Option 10

2001 OASIS import entry lines by ground transportation (truck or train) 2,300,000
IAverage number of lines per entry 2.6
Total number of ground entries 884,615
40% of ground entries 353,846
Cost for 4 hours of carrier time ($250 per hour) $1,000
Total cost of truck time $353,846,000

Tabl e 39 of this docunent presents a summary of the costs

associated with option 10.

Al so presented in table 39 of this

docunent are the present values of the costs associated with

this option using the OVB-recommended di scount

percent .

Table 39.--Summary of Costsfor Option 10

(12 noon the calendar day before arrival minimum submission time)

Dollars (thousands)

L earning costs $66,420
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system cost $13,000
IAnnual coststo fill out prior notice screens $187,500
IAdditional costsfor BRASS users $48,462
L ost value for Mexican produce $98,222
Lost value for Canadian produce $11,412
L ost value for Central American produce $6,175
L ost value for Mexican seafood $11,228
Lost value for Canadian seafood $186,322
L ost value for Central American seafood $25,180
Cost for truck time $353,844
Total first year costs for Option 10 $1,046,282
IAnnual costs after first year $940,141
Present value of costs at 7% for 20 years $10,059,060
Present value of costs at 3% for 20 years $14,089,967

rates of 3 and 7

j. Option 11: Prior notice received by 12 noon of the

cal endar day before arrival; el ectronic subnm ssion of

information; allow changes to the prior

notice subm ssion up to




1 hour before arrival. W nowtake the estinates in option 10

and adjust themto account for the effects of allow ng changes
to the prior notice subm ssion. Since prior notice nust be
submtted by 12 noon on the cal endar day before arrival, it is
reasonabl e to expect that not all the information required on a
prior notice would be final.

The prior notice requires the addresses of the submtter,
i nporter, owner, and consignee, as well as the carrier,
manuf acturer, and grower if known. Required information also
includes the identity of the article of food, its FDA Country of
Production, the country fromwhich the food is shipped, its CBP
entry identifier, the date, tine, and anticipated port of
arrival, and planned shi pnent information.

I ncreasing the nunber of required fields that can be
changed in the prior notice before arrival reduces the
i kelihood that the infornmation would have to be conpletely
resubmtted by inporters. This change would | essen the tine
burden, and therefore, the cost of having to submt prior
notice. Allowing a 1-hour anendnent and updates to prior notice
woul d provide sonme flexibility for inporters in industries where
some of the required information, such as the specific type of
food (i.e., codfish instead of fish) of the product being
i nported, may change or is not known until just before shipping.

Again we note that we assune that 1-hour tinme FDA estimates that



it takes to fill out each prior notice is sufficient, even with
the option of anending prior notice information. This tine is
sufficient because anending or updating a particular itemin the
prior notice subm ssion should only take a few seconds to a few
m nut es.

For this option with amendnent and updates, we assune that
the nunber of prior notice resubm ssions necessitated by changes
in information on the notice would be reduced from 40 percent
(as in option 10) to 10 percent. The notice resubm ssion rate
for this option is expected to be higher than previous options
w th anmendments because the original subm ssion nust be given by
12 noon on the cal endar day before arrival. The |engthening of
the mnimumprior notice tine period from8 hours w th anmendment
(option 9) to 12 noon the cal endar day before arrival with
anmendnent (this option) suggests that there would be
significantly nore prior notices initially submtted for which
all required informati on has not been conpletely determ ned.
Less-than-final information on original prior notice subm ssions
i ncreases the |ikelihood that the notice will require revision,
either in the formof an anmendnent or in the formof a total
resubm ssion of the original prior notice.

Option 11 saves 12 hours wait tinme per entry line that can
be amended or updated for the prior notice over the tine used in

option 9. Those shipnents, whose prior notice nust be



conpletely resubmtted, would wait an additiona

manuf act uri ng/ processing facility or at the U S. border;

12 hours at the

7.1

percent of the perishable produce Iife span (12 hours out of 168

hours) and 25 percent of the perishable seafood Iife span (12

hours out of 48 hours). Table 40 of this docunent shows the

costs of submtting prior notice for a 12-hour

m ni mum ti ne,

with a 1-hour tineframe for anendnent and updates before

arrival, for Canadi an, Central Anerican,

produce and seaf ood.

Table40.--Loss in Value Caused by Resubmitted Prior Notice Under Option 11

and Mexi can peri shabl e

Perishable Produce Dollars
2001 Imported Mexican produce total retail value $3,458,525,000)
7.1% Reduction in value for 10% of Mexican produce $24,555,528
2001 Imported Canadian produce total retail value $401,826,000
7.1% Reduction in value for 10% of Canadian produce $2,852,965
2001 Imported Central American produce total retail value $217,420,000
7.1% Reduction in value for 10% of Central American produce $1,543,682
Total Lost Valuefor Produce $28,953,000

Perishable Seafood
2001 Imported M exican seafood total retail value $112,277,406
25% Reduction in value for 10% of Mexican seafood $2,806,935
2001 Imported Canadian seafood total retail value $1,863,217,894
25% Reduction in value for 10% of Canadian seafood $46,580,447
2001 Imported Central American seafood total retail value $251,796,496
25% Reduction in value for 10% of Central American seafood $6,294,912
Total Lost Value for Seafood $55,682,000

Tabl e 41 of this docunment conpares the reduction in the

costs of this rule if an anendnent and update to prior

notice is

al l owed (option 11) as opposed to the no-anmendnent option 10.



Table 41.--Comparison of Lost Value for Perishables Between Option 10 With Option 11

Perishable Mexican Produce Value Loss
Option 10--12 hour minimum notice $98,222,00Q
Option 11--12 hour notice with changes $24,556,000
Savings with amendment and update $73,666,00Q
Perishable Canadian Produce Value Loss
Option 10--12 hour minimum notice $11,412,000
Option 11--12 hour notice with changes $2,853,000
Savings with amendment and update $8,559,000
Perishable Central American Produce Value Loss
Option 10--12 hour minimum notice $6,175,000
Option 11--12 hour notice with changes $1,544,000
Savings with amendment and update $4,631,000
Perishable Mexican Seafood Value Loss
Option 10--12 hour minimum notice $11,228,000
Option 11--12 hour notice with changes $2,807,000
Savings with amendment and update $8,421,000
Perishable Canadian Seafood Value Loss
Option 10--12 hour minimum notice $186,322,000
Option 11--12 hour notice with changes $46,580,000
Savings with amendment and update $139,742,000
Perishable Central American Seafood Value Loss
Option 10--12 hour minimum notice $25,180,000
Option 11--12 hour notice with changes $6,295,000
Savings with amendment and update $18,885,000

Al t hough submitters can anmend prior notice information with
this option, we assune that those 10 percent of entry lines that
cannot be anended, but instead have to wait an additional 12
hours to arrive in the United States would incur at |east sone
truck costs corresponding to this wait tine. Therefore we wll
assune that 10 percent of the 2.3 mllion lines that entered the
United States by ground transportation in fiscal year 2002
(based on OASI S data) would pay for an additional 12 hours of

truck tinme per line. W use 10 percent as the percentage of



trucks del ayed to be consistent with our resubm ssion rate of 10
percent when the prior notice submssion tineframe i s noon the
cal endar day before arrival with a 1- hour anendnent option.
Table 42 of this docunent shows the costs of truck tine

associated with those prior notices that cannot be anended.

Table 42.--Cost of Additional Carrier Time for Option 11

2002 OASIS import entry lines by ground transportation (truck or train) 2,300,000
IAverage number of lines per entry 2.6
Total number of ground entries 884,615
10% of ground entries 88,462
Cost for 12 hours of carrier time ($250 per hour) $3,000
Total cost of truck time $265,386,000

Tabl e 43 of this docunent presents a sunmary of the costs
associated with option 11. Al so presented in table 43 of this
docunent are the present values of the costs associated with
this option using the OVMB-recommended di scount rates of 3 and 7

percent .



Table 43.--Summary of Costs for Option 11 (12 noon the calendar day before arrival
minimum submission time with amendment option 1 hour before arrival)

Dollars (thousands)
L earning costs $66,420
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system cost $13,000
IAnnual coststo fill out prior notice screens $187,500
IAdditional costsfor BRASS users $48,462
L ost value for Mexican produce $24,556
L ost value for Canadian produce $2,853
L ost value for Central American produce $1,544
L ost value for Mexican seafood $2,807
L ost value for Canadian seafood $46,580
L ost value for Central American seafood $6,295
Cost of truck time $265,386
Total first year costs for Option 11 $703,918
IAnnual costs after first year $597,777
Present value of costs at 7% for 20 years $6,432,050
Present value of costs at 3% for 20 years $8,996,455

k. Option 12: Prior notice received by 12 noon of the

cal endar day before arrival; electronic subnission of

information; all ow changes to the prior notice subm ssion up to

2 hours before arrival (proposed rule). Option 12 is the option

that was originally proposed by FDA. This option requires prior

noti ce subm ssion by noon on the cal endar day before arrival,

wi th updates and anendnents that can be submitted up to 2 hours

before scheduled arrival at a U S. port. W re-present the

option here for conparison, as the costs attributable to each

option have changed significantly since the proposed rul e stage.
For this option with amendnent and updates, we assune that

the nunber of prior notice resubm ssions necessitated by changes



in information on the notice would be reduced from 40 percent
(as in option 10) to 15 percent. The notice resubm ssion rate
for this option is expected to be higher than previous options
wi th anendnments because the original subm ssion nust be given by
12 noon on the cal endar day prior to arrival and the m ni num
amendnment tinmeframe before arrival is now 2 hours instead of 1
hour .

Option 12 saves 12 hours wait tinme per entry line that can
be anended or updated for the prior notice over the tinme used in
option 10. Those shipnments whose prior notice nust be
conpletely resubmtted however, would wait an additional 12
hours at the manufacturing/processing facility or at the U S.
border; 7.1 percent of the perishable produce life span (12
hours out of 168 hours) and 25 percent of the perishabl e seafood
life span (12 hours out of 48 hours). Table 44 of this docunent
shows the costs of submtting prior notice for a 12-hour m ni num
time, with a 2-hour tinmefrane for anendnent and updates before
arrival, for Canadian, Central American, and Mexican perishable

produce and seaf ood.



Table44.--Lossin Vaue Caused by Resubmitted Prior Notice Under Option 12

Perishable Produce Dollars
2001 Imported Mexican produce total retail value $3,458,525,000
7.1% Reduction in value for 15% of Mexican produce $36,833,000
2001 Imported Canadian produce total retail value $401,826,000
7.1% Reduction in value for 15% of Canadian produce $4,279,000
2001 Imported Central American produce total retail value $217,420,000
7.1% Reduction in value for 15% of Central American produce $2,316,00(0
Total Lost Value for Produce $43,428,00Q

Perishable Seafood
2001 Imported Mexican seafood total retail value $112,277,000
25% Reduction in value for 15% of Mexican seafood $4,210,00(0
2001 Imported Canadian seafood total retail value $1,863,218,000
25% Reduction in value for 15% of Canadian seafood $69,871,000
2001 Imported Central American seafood total retail value $251,796,000
25% Reduction in value for 15% of Central American seafood $9,442,000
Total Lost Value for Seafood $83,523,000

Al t hough submitters can amend prior notice information with
this option, we assune that those 15 percent of entry lines that
cannot be amended, but instead have to wait an additional 12
hours to arrive in the United States would incur at |east sone
truck costs corresponding to this wait tine. Therefore we wll
assunme that 15 percent of the 2.3 mllion lines that entered the
U.S. by ground transportation in fiscal year 2002 (based on
OASI S data) would pay for an additional 12 hours of truck tine
per line. W use 15 percent as the percentage of trucks del ayed
to be consistent with our resubm ssion rate of 15 percent when
the prior notice subm ssion tinefrane is noon the cal endar day
before arrival with a 2-hour amendnent option. Table 45 of this
docunent shows the costs of truck time associated wth those

prior notices that cannot be amended.



Table 45.--Cost of Additional Carrier Time for Option 12

2002 OASIS import entry lines by ground transportation (truck or train) 2,300,000
IAverage number of lines per entry 2.6
Total number of ground entries 884,615
15% of ground entries 132,692
Cost for 12 hours of carrier time ($250 per hour) $3000
Total cost of truck time $398,076,000

Tabl e 46 of this docunent presents a sunmary of the costs

associated with option 12.

Al so presented in table 46 of this

docurent are the present val ues of the costs associated with

this option using the OVB-recommended di scount

percent .

Table 46.--Summary of Costs for Option 12 (12 noon the calendar day before arrival
minimum submission time with amendment option 2 hours before arrival)

Dollars (thousands)

L earning costs $66,420
Coordination costs $31,095
Computer acquisition costs $7,600
FDA prior notice system cost $13,000
IAnnual coststo fill out prior notice screens $187,500
IAdditional costsfor BRASS users $48,462
L ost value for Mexican produce $36,833
Lost value for Canadian produce $4,279
L ost value for Central American produce $2,316
L ost value for Mexican seafood $4,210
L ost value for Canadian seafood $69,871
L ost value for Central American seafood $9,442
Cost of truck time $398,076
Total first year costs for Option 12 $878,924
IAnnual costs after first year $772,783
Present value of costs at 7% for 20 years $8,286,066
Present value of costs at 3% for 20 years $11,600,102

4. Summary of Options

rates of 3 and 7



Tabl e 47 of this docunment gives a summary of the costs
associated with the prior notice rule for each option presented.
The costs associated with the prior notice requirenents are
i ncluded for each option for all nbdes of transportation. These
costs include the following itens: Learning the rule,
coordinating the required i nformation, acquiring conputer
equi pnent, and annual subm ssion costs for all inported food
shi pnents. The cost of |ost value for perishable products is
i ncluded in each option cal cul ati on dependi ng on node of
transportation and m nimum prior notice subm ssion tinme. Lost

truck tinme is included for options with | onger tinefranes.



Table 47.—Summary of Costs Associated With Each Option

Description of Option
Option 1 Option 2 Option 3 Option 4 Option 5 Option 6 Option 7 Option 8 Option 9 Option 10 Option 11 Option 12
Prior notice
Prior notice | 2hours . .
1 hour before Prior notice Prior notice Prior notice 12 r?rolc())r'; ?r?é' cel2
Prior notice | Prior notice | Prior notice | before arrival for 4hours Prior notice | 8hours Prior notice noon the calendar d
Costs No _ 1 hour 2hours 4hours arrival for vehicles, 4 before 8hours before 12 noon the calendar day b ef?)r:egrri\%
regulation before before before vehicles, 4 hoursfor arrival with | before arrival with | caendar day before arrival with 2 hour
arrival arrival arrival hours for trains and 1 hour arrival 1 hour before arrival | with 1 hour amendment
trains and planes amendment amendment amendment
planes (interim (proposed rule)
find rule)
Dollars (thousands)
Learning costs 0 66,420 66,420 66,420 66,420 66,420 66,420 66,420 66,420 66,420 66,420 66,420
Coordination costs 0 31,095 31,095 31,095 31,095 31,095 31,095 31,095 31,095 31,095 31,095 31,095
ggs'l‘sp“ter acquisition 7,600 7,600 7,600 7,600 7,600 7,600 7,600 7,600 7,600 7,600 7,600
;';gﬁ'gst”"“ ce 0 13,000 13,000 13,000 13,000 13,000 13,000 13,000 13,000 13,000 13,000 13,000
Annual coststofill
out prior notice 0 187,500 187,500 187,500 187,500 187,500 187,500 187,500 187,500 187,500 187,500 187,500
screens
Additional costsfor
BRASS Use's 0 48,462 48,462 48,462 48,462 48,462 48,462 48,462 48,462 48,462 48,462 48,462
Lost value for
perishablefoods 1,616 6,465 56,547 8,174 12,877 6,415 154,561 25,760 307,184 76,796 126,951
Cost for truck time 0 0 44,231 0 0 22,115 132,693 88,462 338,462 265,386 398,076
;‘fﬁ gsfi‘gﬁ“ of 355,513 360,362 454,675 362,071 366,774 383,079 656,897 470,744 1,046,282 703,918 878,924
’g‘g;ir:;‘rf" cost of each 0 249,372 254,221 348,534 255,929 260,633 276,938 550,756 364,603 940,141 597,777 772,783
Present valuetotal
cost of each option at 0 2,741,043 2,792,413 3,791,567 2,810,515 2,860,342 3,033,077 5,933,909 3,961,802 10,059,060 6,432,050 8,286,066
P!

7% for 20 years
Present valuetotal
cost of each option at 0 3,813,068 3,885,209 5,288,348 3,910,630 3,980,603 4,223,181 8,296,901 5,527,415 14,089,967 8,996,455 11,600,102
3% for 20 years




Sensitivity analysis. W estimate that the costs of the

interimfinal rule (option 6) will be about $367 million in the
first year and $261 nmillion in later years. At a 7 percent

di scount rate, the present value of the costs of the interim
final rule, discounted 20 years into the future, would be about
$3 billion; for a discount rate of 3 percent, the present val ue
costs would be $4 billion. These estimates rely on several

i nportant assunptions:

In option 6, for perishable products from Canada, Mexi co,
and Central Anerica: 5 percent of prior notices will need to be
resubmtted if the notice nust be submtted 2 hours before
arrival for vehicles; 20 percent of prior notices will need to
be resubmtted if the notice nust be submtted 4 hours before

arrival for air and rail.

The mininumentry tinme for food shipnents inported over
land and by air is a constraining factor for those inporters who
use these nodes of transportation. The additional costs for
shi pnents nmade over |and and by air are greater for a specified
m ni mum prior notice tine, the closer the facility is to the
U S. border. Shipnents arriving by sea are not |likely to be

affected by a specified mnimum prior notice tine.

The retail value of inported fresh seafood and produce is

100 percent higher than its whol esal e val ue.



The nunber of entry lines requiring prior notice will not
i ncrease over tine.
Pri or notice nust be submtted for informal food entries,

i.e., international mail.

BRASS i s not conpatible with submtting prior notice.

We now present a sensitivity analysis, which shows how our
estimates of costs for the interimfinal rule change if we use
di fferent assunptions. W substitute the follow ng assunptions

for those used previously:

In option 6 for perishable products from Canada, Mexi co,
and Central Anerica: 10 percent of prior notices will need to be
resubmtted when the prior notice tinme is 2 hours before arrival
for vehicles; 40 percent of prior notices will need to be
resubmtted if the prior notice nust be submtted 4 hours before

arrival for shipnents arriving by rail and air.

The retail value of inported fresh seafood and produce is

200 percent higher than its whol esal e val ue.

The nunber of entry lines requiring prior notice wll

i ncrease 3 percent per year

Prior notice does not need to be submtted for inform

food entries, i.e., international mil.

BRASS is conpatible with submitting prior notice.



Tabl es 48 and 49 of this docunent show the results of the

sensitivity anal ysis.

of the interimfinal

fraction of prior notices that wll

present value of the interimfinal

rate of di scount.

rul e

The tabl es show that the estinated cost
rule is nost sensitive to the assuned
need to be changed. The

is nbst sensitive to the

Table 48.--Sensitivity Analysisfor Assumptions Made for Option 6 (interim final rule)

First Year Cost |First Year Cost|Changein First
Under Base Under Test Year Cost  |Percent Change
Test Assumption Assunption (or value) in Cost
($ millions)
10 and 40% prior notices changed $367 $380 $13 4
Retail value is 200% of wholesale value $367 $380 $13 4
Prior notice entriesincrease 3% $367 $372 $ 1
Informal entries do not submit prior notice $367 $329 -$38 -10
BRASS is compatible with submitting prior notice $367 $318 -$49 -13




Table 49.--Present Values for Sensitivity Analysisfor Assumptions Made for Option 6 (interim final rule)

Present Value of | Present Value Under Changein Percent
Test Total Cost Test Assumption Present Value Changein
($ billions) ($billions) ($billions) | Present Value
40% prior notices changed (7% $2.9 43 $0.1 3
present value)
40% prior notices changed (3%
oresent value) 4 $4.2 $0.2 5
Retail value is 200% of
wholesale value $2.9 3 $0.1 3
(7% present value)
Retail value is 200% of
wholesale value M $4.2 $0.2 5
(3% present value)
Prior notice entries increase 3%
(7% present value) $2.9 $2.9 $0 0
Prior notice entries increase 3%
A .1 3

(3% present value) s s %
Informal entries no prior notice ) )
(7% present value) $2.9 $2.5 $0.4 14
Informal entries no prior notice ) )
(3% present value) # $34 $0.4 10
BRASS compatible with prior

. 2.9 2.3 -$0.6 -21
notice (7% present value) $ $ ¥
BRASS compatible with prior N }
notice (3% present value) s $33 $0.7 18

5. Benefits

The FDA prior notice systemw || provide FDA with enhanced
know edge of what articles of food are being inported or offered
for inmport into the United States including the anticipated port
of arrival, the country of production, and the specific product
identity. Requiring prior notice of inported food shipnments and
defining the required data information wll therefore inprove
FDA's ability to detect accidental and deliberate contam nation
of food and to deter deliberate contam nation.

Currently, FDA does not receive nmuch advance notice about

food products entering the United States from foreign sources,



or the location of the food s anticipated port of arrival. Wth
the information required by this interimfinal rule, FDA wll
know i n advance what articles of food are being inported or
offered for inport, before they arrive at the port. 1In the
event of a credible threat for a specific product or a specific
manuf act urer/ processor, for exanple, FDA will be able to
nmobi | i ze and assist in the detention and renoval of products
that may be a serious health threat to human or ani mal s.

FDA plans to review prior notices in a central |ocation, on
a 24/ 7 basis. These persons will deci de on a case-by-case basis
whet her the article of food needs to be hel d. Because prior
notice will be linked through ABI/ACS systemin npbst instances,
if FDA wishes to stop and hold a shipnent for exam nation,
i nspection, sanpling, or other purpose and does not have
personnel at the needed |ocation, pursuant to a Menorandum of
Under st andi ng bet ween FDA and CBP, CBP will act on FDA' s behal f
until FDA personnel can reach the location. The prior notice
system | inked through ABI/ACS will allow FDA to send nmessages to
the screens of individual CBP staff, ensuring that tinme
sensitive information is received and acted upon by the
appropri ate persons. Having notice of an article of food
inported or offered for inport into the United States before it

reaches a U.S. port will allow FDA personnel to be ready to



respond to shipnents that appear to pose a significant and
i medi ate serious risk to public health.

Hi storical evidence suggests that a terrorist or other
intentional strike on the food supply is a | ow probability, but
potentially high-cost event. FDA has conducted its own
assessnent of the vulnerability of the U S food supply and
additionally has comm ssioned two threat assessnents, one
through the Battelle Menorial Institute and a second through the
Institute of Food Technol ogi sts. These assessnents determ ned
the nost serious risks of intentional contam nation during
vari ous stages of food production and distribution. The results
of these assessnents are classified. W have also received
intelligence information regarding threats to the food supply
that are guiding our food security efforts. Nonethel ess, FDA
| acks data to estimate the Iikelihood of a strike occurring.

Wt hout knowi ng the |ikelihood of a strike occurring, we cannot
quantitatively nmeasure the reduction in probability of an event
occurring.

We can, however, show the potential risk associated with
contam nated i nported foods. Many past out breaks have been
traced to inported foods (Refs. 12 and 13); table 50 of this
docunent gives sone exanples. An intentional attack on the food

supply that sought to disrupt the food supply and sicken many



U.S. citizens could be nuch larger than the exanples given in
t abl e 50.

The potential hazard associated with a single shipnent of
inported food is large. For exanple, a single line entry from
QASI S for a truckload of inported cantal oupe (gross weight 1,000
I b) represents 510 I b (231,332 grans) (g) of edible food, or
1,652 (140 g) servings. |If an entire line or shipnment is
cont am nated, then that nunmber of servings represents the
potential exposure to the hazard. The FDA prior notice system
alone will not prevent such exposures, but by increasing the
amount of information available and giving FDA notice in advance
of arrival, an essential conponent of the barrier against
accidental or deliberate contam nation of food is forned. FDA
is better able to integrate intelligence, vulnerability, and

entry data to plan inport surveillance activities as a result.



Table 50.--Examples of Outbreaks Resulting From Imported Foods

Pathogen Location and Y ear Vehicle Number of Cases
Salmonella Poona Western United States, Cantaloupe (from 29 cases, 4
2001 Mexico) hospitalizations, 2 deaths

from Guatemala)

S. Lexington Cruise ship, 2000 Raw frozen shrimp | 224 cases, with

S. Java cooked on board 9 (possibly more)
ETEC; E. coli laboratory confirmed
06:H16 and

0O25:NM

Giardia

Cyclospora United States and Canada, | Raspberries 1,465 cases identified,
cayaetanensis 1996 (probably imported | fewer than 20

hospitalizations

Salmonellatyphi, Florida, 1996 Homemade cheese | 9 cases Salmonella, 14
hepatitis A (from Mexico) cases Hepatitis A
Salmonella Stanley 17 States, 1995 Alfalfasprouts 242 cases

(seedsfrom

Netherlands)
Shigellaflexneri, Illinois, 1994 Green onions 171 cases
type 6 (SF6) (Mexico suspected)

W can exanine the high costs of a potenti al
event by conparing costs of

and wi t hout the advantage of having the FDA prior

For exanpl e,

concerning the possibility of an intentional

i ncom ng food shipnent,

information on the type of food product,

i n absence of prior notice,

terrori st

responding to a terrorist event with

if US. officials or FDA receives intelligence

contam nati on of an

even with

officials would be

unlikely to know when and where the food was expected to cross

U. S. borders.

In this case, it

is likely that officials would

sl ow down the novenent of food shipnments through the border

ports or possibly even cl ose down sone ports of entry to prevent

the contam nated articles fromentering the United States.

noti ce system



| nfformati on on the west coast port |ock-out during Fal
2002, indicated that the closing of 29 major west coast ports
cost the U S. econony $1 billion a day (Refs. 14 and 15). G ven
that there are 361 ports of entry for the entire United States,
if US officials had to close all ports to prevent contam nated
food fromentering the country, the U S. econony could | ose
upwards of $12.5 billion each day the ports remain closed. This
cost exceeds the first year costs ($367 million), the annual
costs ($261 million), and the present value of costs ($3 billion
at the 7 percent discount rate and $4 billion at the 3 percent
di scount rate) for the chosen option of this rule. Thus, having
the FDA prior notice systemdoes not elimnate, but may
significantly reduce the costs of a terrorist attack on the food

supply as conpared to not having the system

Table 51.--Cost Benefit Summary Table

Annualized Costs Over 20 Years at 7% Annualized Costs Over 20 Y ears at
Discount Rate ($ millions) 3% Discount Rate ($ millions)

Option 5--2 hour prior notice for
vehicle, 4 hour for rail and air, 8 $272 $269
hour vessels (interim final rule)

Benefits-FDA will know in advance what articles of food are being imported or offered for import, before they
arrive at the port. Inthe event of acredible threat, FDA will be able to mobilize and assist in the detention and
removal of specific products that may pose a serious health threat to human or animals.

B. Small Entity Analysis (or Final Regulatory Flexibility

Anal ysi s
FDA has exam ned the economic inplications of this interim
final rule as required by the Regulatory Flexibility Act (5

U S. C 601-612). |If a rule has a significant econom c inpact on




a substantial nunber of small entities, the Regulatory
Flexibility Act requires agencies to analyze regul atory options
that would | essen the economc effect of the rule on snal
entities consistent wwth statutory objectives. FDA finds that
this interimfinal rule will have a significant econom c i npact
on a substantial nunber of small entities.

1. Nunber of Establishnments Affected

FDA finds that this interimfinal rule would affect 77,427
U S inporters. Mst of these inporters have fewer than 500
enpl oyees, thus nmaeking them smal| businesses as defined by the
Smal | Busi ness Admi ni stration. Because nost of the inporters
affected are small, all options considered in the Benefit- Cost
Anal ysis in section IV.A of this docunent are regulatory relief
opti ons.

A few comments stated that FDA' s anal ysis of the inpact of
prior notice on small businesses was i nadequate. The conments
al so wi shed to see a breakdown of costs of the rule per small
busi ness by industry sector. Unfortunately, FDA does not have
detail ed i nformati on on which businesses subject to this interim
final rule are small, nor did coments provide such information
Therefore, FDA cannot performa detailed analysis of the costs
per small business by industry sector. Wth limted data, FDA
can estinmate an average cost per inporter for sonme of the prior

notice cost categories, estimate sone costs of the rule per



retail establishment, and provide an average estinate of cost
per establishment if the costs of the rule were evenly

di stributed across the supply chain.

2. Costs Per Entity

This interimfinal rule requires FDA be notified of
incom ng products electronically before the food arrives at a
U.S. port. The annual cost of doing so is about $2,400 per
subnmitter (based on $187.5 million in notification costs/ 77,427
US. inporters). This calculation is presented in table 52 of
this docunment. Also presented in table 52 is the cost per
inporter to | earn about the prior notice interimfinal rule and
to coordinate the information that needs to be subnitted; the
costs per inporter of these two activities are about $850 and
$400, respectively.

As di scussed and shown in tables 1B and 2 of this docunent,
about 3,100 U.S. inporters are estinmated to not have el ectronic
transmtting capacity and will have to obtain conputer equipnent
(at a cost of about $2,000 per inporter) and Internet access (at
a cost of about $240 annually) in order to conply with this
interimfinal rule. FDA could not provide flexibility for those
i nporters who do not have electronic transmtting capacity,
because paper notices could not be submtted in the prior notice
timeframe and woul d therefore actually be nore burdensone to

i nporters, and because FDA would not be able to receive, review,



and respond to paper prior notices that are submtted on a
routine basis.

This interimfinal rule will cause sone | oss of product
value if the prior notice requirenent causes perishabl e products
to have to wait any length of tine before arriving at a U S.
port. The costs of |ost product value vary with the required
notice tine. FDA does not have information on the subset of
inmporters who will be affected by these costs; therefore, we
cannot calculate a cost per inporter for these potential |osses.
We do discuss the various costs associated with this possibility
in the options outlined previously.

Tabl e 52 of this docunent shows the average costs per
inporter to learn the rule, coordinate information, and submt
prior notice. Table 52 also shows the average costs to the
inmporter to absorb the costs of not being able to use BRASS and
to absorb costs of |ost value of perishable products. Table 52
al so shows these average costs per retail establishnent and per
establ i shment across the supply chain. Nunbers for
establishments come fromthe County Business Patterns, U. S.
Census, and Non-Enpl oyer statistics. A conplete discussion of
t hese establishment nunbers can be found in the FDA Registration

of Food Facilities interimfinal rule (Ref. 20).



Table 52.--Costs per Importer and per Establishment

Activity Total Costs T

Learning costs $66,240,000 $856
Coordination costs $31,095,000 $402
IAnnual coststo fill out prior notice screens $187,500,000 $2,422
Costs for BRASS users $48,462,000 $626
Lost value for perishables $12,877,000 $166
Total estimated average costs per importer $4,472
Total estimated average costs per retail establishment (n= 238,697) $1,450
Total estimated average costs per establishment in the distribution chain 761
(n= 454,968)

3. Additional Flexibility Considered

Because of the requirenents of the BioterrorismAct, FDA is
precluded from sel ecting sone of the options that typically
woul d be considered to | essen the economc effect of the interim
final rule on small entities, including granting an exenption to
small entities. FDA concludes that it would be inconsistent
with section 307 of the BioterrorismAct to allow small entities
a later effective date, since the Bioterrorism Act establishes
an effective date for prior notice that applies to FDA regul at ed
food inported or offered for inport into the United States,
whet her or not FDA has issued a final rule by this deadline.
Thus, FDA concludes that Congress intended for prior notice to
apply to FDA-regul ated food by the effective date established in

the Bioterrorism Act.



C. Unfunded Mandat es

Title Il of the Unfunded Mandates Reform Act of 1995
(Public Law 104-4) requires cost-benefit and ot her anal yses
before any rulemaking if the rule would include a “Federa
mandate that may result in the expenditure by State, |ocal, and
tribal governnents, in the aggregate, or by the private sector
of $100, 000, 000 or nore (adjusted annually for inflation) in any

1 year.” The current inflation-adjusted statutory threshold is

$113 million. FDA has determined that this interimfinal rule is
significant under the Unfunded Mandates Reform Act. FDA has
carried out the cost-benefit analysis in preceding sections (see
table 47 of this docunent for the total costs). The other
requi rements under the Unfunded Mandates Act of 1995 incl ude
assessing the rule’s effects on the foll ow ng factors:

Future costs;

Particul ar regions, communities, or industrial sectors;

Nat i onal productivity;

Econom ¢ growt h;

Ful | enpl oynent;

Job creation; and

Exports.
The issues listed in the bullets are covered in detail in

the cost benefit analysis of the preceding sections, with the



exception of the trade effects of this interimfinal rule, which
we will discuss here.

Al t hough nost of the information required for prior notice
is already supplied to CBP when inporting food products, this
new notice requirenent may cause a reduction of inports of
certain food products into the United States. For exanple, food
manuf acturers, processors, or growers may choose to stop
exporting food products to the United States if the additiona
costs of conplying with the prior notice increase the price of
the inmported product (or perhaps decrease the quality of the
product) to the point where they cannot conpete with a
domestically-grown or produced product. This may be the case
for food products that are grown or produced in the United
States with an el astic enough supply to neet consuner demand
wi thout large increases in price. For exanple, if Florida-grown
and California-grown oranges neet the demand for the fruit in
this country at or close to current prices, then it is unlikely
that the United States will inport many oranges from ot her
countries, if the price of the inported product rises (or the
product quality is | owered) because of the prior notice
requirenent.

On the other hand, for exanple, there are products for
whi ch substitutes, and nore specifically, US. grown or produced

substitutes, are not avail abl e. In these cases, and in cases



where U.S. denand for the product greatly exceeds donestic
supply, inmporters will pass along to the consuner any increase
in price for the product brought about by the prior notice
requi rement (as long as the quality and other attributes of the
product remain intact). For exanple, exotic fruits such as
coconuts, nmangoes, and papayas are not grown in significant
gquantities in the United States; if the demands for those fruits
are relatively inelastic, there will not be a significant
decrease in quantity demanded in the United States when the
inmporters raise the price of the fruit to cover the costs of
subm tting prior notice.

D. SBREFA Mpj or Rul e

The Smal | Busi ness Regul atory Enforcenent Fairness Act of
1996 (SBREFA) (Public Law 104-121) defines a major rule for the
pur pose of congressional review as having caused or being likely
to cause one or nore of the followi ng: an annual effect on the
econony of $100 mllion or nore; a najor increase in costs or
prices; significant adverse effects on conpetition, enploynent,
productivity, or innovation; or significant adverse effects on
the ability of U S.-based enterprises to conpete with foreign-
based enterprises in domestic or export markets. In accordance
wi th SBREFA, OVB has determned that this interimfinal rule is
a major rule for the purpose of congressional review.

VI . Paperwork Reduction Act of 1995



This interimfinal rule contains information collection
provi sions that are subject to review by OVB under the Paperwork
Reduction Act of 1995 (44 U. S.C 3501-3520). A description of
t hese provisions is given belowwith an estimte of the annual
reporting burden. The estimate includes the tinme for review ng
i nstructions, searching existing data sources, gathering and
mai nt ai ning the data needed, and conpleting and revi ewi ng each
collection of information, i.e., each prior notice.

Title: Prior Notice of Inported Food

A. Description

Section 801(m of the FD&C Act (21 U.S.C. 381(m) requires
prior notice to the Secretary of Health and Hunman Services (the
Secretary) of an article of food that is being inported or
offered for inport into the United States. Section 801(n) (1) of
the FD&C Act states that the Secretary shall require subm ssion
of notice providing the identity of each of the follow ng: The
article of food; the manufacturer; the shipper; the grower, if
known at the time of notification; the originating country; the
shi pping country; and the anticipated port of arrival. Section
801(mM (2)(A) of the FD&C Act states that the Secretary shall by
regul ation prescribe the tinme of subm ssion of the notification
i n advance of inportation or the offering of the food for
i mport, which period shall be no | ess than the m ni nrum anount of

time necessary for the Secretary to receive, review, and



appropriately respond to such notification, but may not exceed 5
days. FDA' s prior notification of inported food shipnents
interimfinal rule inplenments these statutory provisions.

1. Comments on the Burden of Information Collection

Sonme comments on the proposed burden of information
collection stated that the information collection would not be
necessary if ABI/ACS could be used to submt the required
information. O her comments stated that the information
col | ecti on was unproductive and unduly burdensone for the
benefits it would provide. Still other conments stated that FDA
had underesti mated the hours associated with the reporting
bur den.

FDA's agreenent with CBP to allow nobst prior notices to be
submtted through ABI/ACS will greatly reduce the burden of this
new col | ection of information.

A few comments were concerned that FDA had underesti nated
t he proposed burden because they did not understand that FDA had
cal cul ated the subnmtting burden based on inport entries, not
entry lines. For each inport entry, the prior notice or notices
are expected to take about an hour to file. The prior notice or
noti ces for each inport entry would cover approximately 2.6
lines, with each line representing a different article of food

to be inported. For this interimfinal rule burden of



i nformati on anal ysi s,

calculated to allay the coments’

FDA has clarified how the esti mates were

concerns.

2. Information Collection Burden Estimte

FDA estinmates the burden for this

i nfformati on coll ecti on as

foll ows:
Table 53.--Estimated Annual Reporting Burden
Annual Operating
Total Total
21 CFR Section No. Of Frequency | A nual Hours per Capita “and Tota
Respondents per Responses Response Costs M ai ntenance Hours
Response Costs
1.279-1.285" 77,427 1 77,427 40 $6,194,000 $743,000 | 3,097,080
1.279-1.285" 7,743 1 7,743 40 $620,000 $74,400 309,715
1.280-1.281° 77,427 84 6,500,000 0.384 $0 $0 | 2,500,000
1.282 77,427 3.36 260,000 0.5 $0 $0 130,000
1.283(a)(2)(iv),
1.285(cY4)° 77,427 0.168 13,000 0.25 $0 %0 3,250
1.283(a)(5)(ii)? 77,427 1.26 97,500 1 $0 $0 97,500
1.283(a)(7)? 77,427 0.105 8,125 0.25 $0 $0 2,031
1.283(a)(6)(i)-
(@ (6)(iv), 77,427 0.168 13,000 8 $0 $0 104,000
1.285(f)(1)-(f)(4)?
Total one time burden hours 3,406,795
Total recurring burden hours 2,836,781

* Onetime burden.
2 Recurring burden.

B. Hour

Bur den Esti mate

1. Nunber of Establishnents Affected

Usi ng 2001 fi scal

codes 02 through 52, 54, and 70 through 72),

year

information from OASI S (industry

FDA has det erm ned

that there are approximtely 77,427 inporters and consi gnees who

recei ve shipnents of food inported or offered for inport

the United States.

who wi | |

submt prior

FDA does not have specific information on

i nto

notice since there are no restrictions on




who can subnit prior notice. Therefore, FDA estimates prior
noti ce subm ssion informati on based on the 77,427 inporters of
food in QASIS.

2. New and Closing Inporters

In addition to the U S. inporters currently in existence,
in future years new i nport busi nesses will open and sone
exi sting inport businesses wll close. These new submtters
woul d have to becone familiar with the FDA prior notice system
and possi bly obtain conputer equi pnent and Internet access to
conply with prior notice requirenents.

According to the Small Business Admi nistration Ofice of
Advocacy, in 2001, about 10 percent of all businesses were new
and 10 percent of businesses closed. Using the 10 percent
openi ng and cl osi ng business statistic, and given that there are
currently 77,427 U.S. inporters, FDA assunmes that on a yearly
basis 7,743 inporters will |eave the nmarket and 7,743 inporters
will enter the market.

3. Hour Burden Estinmate Researching the Prior Notice Requirenent

a. Learning the interimfinal rule. To becone famliar

with the requirenments for this interimfinal rule, FDA estinates
t hat one manager and two subordinates from each inporting
business will attend an 8-hour training session on the prior
notice regulation. This one-tinme research burden for the

existing inporters is about 1,858,248 hours (3 people per firmx



8 hours x 77,427 inporters). This portion of the estimate is
for 21 CFR part 1, subpart |, 1.279 through 1.285 and is shown
inrowl of table 53 of this docunent.

In the years that follow the startup year for prior notice,
it is reasonable to expect a certain percentage of inporting
firms to enter and |l eave the market. |In addition to the first
year burden to research prior notice, it is expected that
185,832 hours will be spent annually researching the prior
notice requirenent by the anticipated 7,743 new i nporters
entering the market annually that nust | earn about prior notice
(3 people per firmx 8 hours x 7,743 new inporters). This
portion of the estimate is for 21 CFR part 1, subpart |, 1.279
t hrough 1.285 and is shown in row 2 of table 53 of this
docunent .

b. Coordinating the information. FDA assunes it will take

about 2 business days (16 hours) for an admi nistrative enpl oyee
of the prior notice-submtting firmto coordinate with others to
establ i sh new busi ness practices required to receive the

i nformati on needed for prior notice. W assunme this set-up tine
is sufficient to coordinate information for existing inporting
accounts. The total hours needed to gather information for

exi sting accounts is 1,238,832 (77,427 inporting firnms x 16
hours per firm. This portion of the estimate is for 21 CFR

part 1, subpart I, 1.279 through 1.285 and is shown in row 1 of



table 53 of this docunment. Thus, the total burden listed in row
1 is 1,858,248 hours + 1,238,832 hours = 3,097,080 one-tine
burden hours to learn the rule and coordi nate information.

In addition to the first year coordination burden, we
expect inporting businesses to see a 10 percent turnover in
t heir accounts. Thus, in future years, inporting firms wl|l
spend 123,883 hours to gather information on their new accounts.
This portion of the estimate is for 21 CFR part 1, subpart 1,
1.276 through 1.285 and is shown in row 2 of table 53 of this
document. Thus, the total burden listed in row 2 is 185, 832
hours + 123,883 hours = 309, 715 one-tine burden hours for new
firms to learn the rule and coordinate information.
4. Submtting Prior Notice

To estimate the repetitive effort of submtting a prior
notice, FDA assunes the activity takes 1 hour each tine an
inmport entry is submtted. An inport entry, on average,
constitutes 2.6 different articles of food; a prior notice nust
be submitted for each article of food. Therefore we estinate
that submtting prior notice for each article of food will take
23 mnutes to conplete (23 mnutes per line = 60 mnutes/ 2.6
lines per entry). On an annual basis, submtting prior notice
w il take about 2.5 mllion hours (23 mnutes (or 0.384 hours)

per prior notice x 6.5 mllion notices). This estimate is for



21 CFR part 1, subpart |, 1.280 through 1.281 and is shown in
row 3 of table 53 of this docunent.

FDA does not have information on how many prior notices
will come fromeach of the 77,427 inporters. However, we assune
that 6.5 mllion prior notices wll be submtted annually based
on fiscal year 2002 OASIS information and estimates of prior
notice capacity. W divide 6.5 mllion lines by the 77,427
importers to get an average annual response frequency per
i nporter of 84 notices.

5. Changes to a Confirned Prior Notice

The annual total nunmber of changes nade by inporters to
confirmed prior notices will vary depending on the mnimum prior
noti ce submssion tine required. For exanple, nore confirnmed
prior notices will likely have to be changed if the m ni mum
prior notice subm ssion tine is noon the cal endar day before
arrival as opposed to a m ni mum submi ssion tinme of 2 hours
before arrival. FDA's interimfinal rule requires a m ninmm
prior notice subnission tinme for each of the foll ow ng
situations: 2 hours before arrival for articles of food inported
by vehicle, 4 hours before arrival for articles of food inported
by rail and air, and 8 hours before arrival for articles of food
i nported by vessel.

By conbi ning the percentages by node of transport and

taking into account the |ocation of the exporting country, we



assunme that about 4 percent of all prior notices (260,000
notices) will have to be resubmtted after confirmation is
received from FDA. W assune that changes in the prior notices
will be mnor adjustnents; therefore, both the cancellation of
the original notice and the resubm ssion of the new notice are
estimated to take about 30 mnutes. This estimate is for 21 CFR
part 1, subpart I, 1.282 and is shown in row 4 of table 53 of

t his docunent.

6. Refused Adm ssion

Al t hough FDA at this tinme does not have enough infornmation
to estimate a percent of refusals under the new prior notice
program for the purposes of this analysis FDA estimtes the
reporting burden assuming a 2 percent refused adm ssion rate.

An inported food product is subject to refusal under
section 801(m (1) of the FD&C Act if it arrives at the port of
arrival with untinely, inaccurate, or no prior notice. FDA
estimates that about 130,000 of the annual prior notices will be
subject to refusal (2 percent of 6.5 mllion prior notices).

If an article of food is refused under section 801(m (1) of
the FD&C Act, the food nust be held until the prior notice has
been correctly submtted or until the product is exported. FDA
must be notified of the |ocation where the food has been or w |l

be noved within 24 hours of refusal.



In many cases, the location notice will be given as part of
a correction and resubm ssion, as described in the next section.
FDA estimates that 13,000 out of the 130,000 annual refusals
will give the location notice separately and that it will take
about 15 m nutes per prior notice to notify FDA of the
shipnment’s location. This will result in about 3,250 hours
(13,000 notices x 0.25 hours). This estimate is for 21 CFR part
1, subpart 1, 1.283(a)(2)(iv) and 1.285(c)(4) and is shown in
row 5 of table 53 of this docunent.
7. Correction and Resubm ssion of Prior Notice

FDA estimates that 97,500 out of the 130,000 annual
refusals will be because of inaccurate prior notice requiring
resubm ssion, or because no prior notice was subnmtted. FDA
estimates that it will take an hour to cancel, correct, and
resubmit, or submt (in the case of no notice) each of these
97,500 notices. This estimate is for 21 CFR part 1, subpart I,
1.283(a)(5)(ii) and is shown in row 6 of table 53 of this
docunent .
8. Exportation of Products Refused Adm ssion

Sone inporters of articles of food that have been refused
adm ssion into the United States will decide to export their
product rather than try to submt or resubmt prior notice. FDA
estimates that this will occur for only about 25 percent of the

130,000 articles refused adm ssion for inaccurate, untinely, or



no prior notice. If an article of food is refused adni ssion
under section 801(m (1) of the FD&C Act and exported, FDA
requests, but does not require, that prior notice be cancell ed.
FDA estimates that for these 32,500 articles of food, prior
notice wll be cancelled 25 percent of the tinme and that this
cancellation will take 15 mnutes per article. This estimate is
for 21 CFR part 1, subpart 1, 1.283(a)(7) and is shown in row 7
of table 53 of this docunent.
9. FDA Revi ew Request

If an article of food to be inported is refused under
section 801(m (1) of the FD&C Act or placed under hold under
section 801(1), a request nay be submtted asking for an FDA
review. FDA estimates that of the 130,000 articles of food that
are refused adm ssion under section 801(m (1) of the FD&C Act or
pl aced under hol d under section 801(1) of the FD&C Act yearly,
10 percent will request an FDA review (13,000 reviews). FDA
estimates that it will take the requestor about 8 hours to
prepare the factual and | egal information necessary to request a
review. Thus, inporters will spend about 104, 000 hours on
review requests annually. This estimate is for 21 CFR part 1,
subpart 1, 1.283(a)(6)(i) through (a)(6)(iv) and 1.285(f) (1)
through (f)(4) and is shown in row 8 of table 53 of this
docunent .

C. Capital Cost and Operating and Mii ntenance Cost Burden




Since all prior notices nmust be submtted electronically,
we assune that the 3,097 responsible parties w thout Internet
access (4 percent of the 77,427 inporters) will have to purchase
t he appropriate conputer equi pnent and gain Internet access to
transmt the information. Assum ng conputer equi pnent costs
each firm $2,000 and yearly Internet access costs each firm $240
(%20 per nonth for 12 nonths), this results in a one-tine
conputer cost for these facilities of $6,194,000 and a recurring
| nt ernet access cost of $743,000. This estimate is for 21 CFR
part 1, subpart 1, 1.279 through 1.285 and is included in row 1
of table 53 of this docunent.

For the 7,743 new firnms that enter the inport narket each
year, we expect 310 of themto need to purchase conputer
equi pnent and obtain Internet access. On an annual basis we
expect new inporters to spend $620, 000 on conputers and $74, 400
on Internet access to be able to submt their prior notice
information. This estimate is for 21 CFR part 1, subpart 1,
1.279 through 1.285 and is included in row 2 of table 53 of this
docunent .

The information collection provisions of this interimfina
rul e have been submtted to OVB for review.

Prior to the effective date of this interimfinal rule, FDA

will publish a notice in the Federal Regi ster announci ng OVB' s

deci sion to approve, nodify, or disapprove the infornmation



collection provisions in this interimfinal rule. An agency may
not conduct or sponsor, and a person is not required to respond
to, a collection of information unless it displays a currently
valid OVB control nunber
VII. Analysis of Environnmental |npact

The agency has carefully considered the potenti al
environmental effects of this action. FDA has concl uded under 21
CFR 25.30(h) that this action is of a type that does not
i ndividually or cumul atively have a significant effect on the
human envi ronnment. Therefore, neither an environnental
assessnent nor an environnmental inpact statenent is required.
VI11. Federalism

FDA has anal yzed this interimfinal rule in accordance with
the principles set forth in Executive Order 13132. FDA has
determ ned that the rule does not contain policies that have
substantial direct effects on the States, on the relationship
bet ween the National Governnent and the States, or on the
di stribution of power and responsibilities anong the various
| evel s of governnent. Accordingly, the agency has concl uded
that the rule does not contain policies that have federalism
inplications as defined in the Executive order and,
consequently, a federalismsummary inpact statenent is not
required.
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List of Subjects in 21 CFR Part 1

Cosnetics, Drugs, Exports, Food |abeling, Inports,
Label i ng, Reporting and recordkeepi ng requirenents.

Therefore, under the Federal Food, Drug, and Cosnetic Act
and under authority delegated to the Conm ssioner of Food and

Drugs, 21 CFR part 1 is anended as fol |l ows:

PART 1— GENERAL ENFORCEMENT REGULATI ONS

1. The authority citation for 21 CFR part 1 continues to
read as foll ows:

Authority: 15 U. S.C. 1453, 1454, 1455; 19 U S. C 1490,
1491; 21 U.S.C. 321, 331, 332, 333, 334, 335a, 343, 350c, 350d,
352, 355, 360b, 362, 371, 374, 381, 382, 393; 42 U S.C 216,
241, 243, 262, 264.

2. Subpart I, consisting of 88 1.276 through 1.285, is
added to part 1 to read as follows:

Subpart | —Prior Notice of I|Inported Food

General Provisions

Sec.

1.276 What definitions apply to this subpart?

1.277 What is the scope of this subpart?

Requi rements to Submt Prior Notice of Inported Food
1.278 Who is authorized to submt prior notice?
1.279 Wen nust prior notice be submtted to FDA?

1.280 How nust you submit prior notice?



1.281 What information nmust be in a prior notice?

1.282 What nust you do if information changes after you have
received confirmation of a prior notice from FDA?
Consequences

Sec.

1.283 What happens to food that is inported or offered for

i nport w thout adequate prior notice?

1.284 \What are the other consequences of failing to submt
adequate prior notice or otherwise failing to conply with this
subpart ?

1.285 What happens to food that is inported or offered for
import fromunregistered facilities that are required to

regi ster under 21 CFR part 1, subpart H?

General Provisions

8 1.276 \What definitions apply to this subpart?

(a) The act neans the Federal Food, Drug, and Cosnetic Act.
(b) The definitions of ternms in section 201 of the act (21
U S.C 321) apply when the ternms are used in this subpart,
unl ess defined bel ow.

(1) Cal endar day neans every day shown on the cal endar.

(2) Country fromwhich the article originates neans FDA

Country of Producti on.

(3) Country fromwhich the article is shipped neans the

country in which the article of food is | oaded onto the



conveyance that brings it to the United States or, in the case
of food sent by international mail, the country in which the
article wwll be mail.

(4) EDA Country of Production neans:

(i) For an article of food that is in its natural state,
the country where the article of food was grown, including
harvested or collected and readied for shipnment to the United
States. If an article of food is wild fish, including seafood
t hat was caught or harvested outside the waters of the United
States by a vessel that is not registered in the United States,
t he FDA Country of Production is the country in which the vessel
is registered. If an article of food that is in its natural
state was grown, including harvested or collected and readied
for shipnment, in a Territory, the FDA Country of Production is
the United States.

(ii) For an article of food that is no longer in its
natural state, the country where the article was nade; except
that, if an article of food is nade fromw ld fish, including
seaf ood, aboard a vessel, the FDA Country of Production is the
country in which the vessel is registered. |f an article of
food that is no longer inits natural state was nade in a
Territory, the FDA Country of Production is the United States.

(5) Food has the nmeaning given in section 201(f) of the

act,



(i) except for purposes of this subpart, it does not
i ncl ude:

(A) Food contact substances as defined in section 409(h)(6)
of the act (21 U.S.C. 348(h)(6)); or

(B) Pesticides as defined in 7 U S. C 136(u).

(ii) Exanples of food include fruits, vegetables, fish,
i ncl udi ng seaf ood, dairy products, eggs, raw agricultura
commodities for use as food or as conponents of food, animal
feed (including pet food), food and feed ingredients, food and
feed additives, dietary supplenents and dietary ingredients,
infant fornmul a, beverages (including alcoholic beverages and
bottled water), live food ani mals, bakery goods, snack foods,
candy, and canned foods.

(6) G ower neans a person who engages in grow ng and
harvesting or collecting crops (including botanicals), raising
animals (including fish, which includes seafood), or both.

(7) International mail means foreign national nail

services. International nmail does not include express carriers,
express consi gnnent operators, or other private delivery
servi ces.

(8) No longer inits natural state neans that an article of

food has been made from one or nore ingredients or synthesized,
prepared, treated, nodified, or mani pul ated. Exanples of

activities that render food no longer in its natural state are



cutting, peeling, trinmmng, washing, waxing, eviscerating,
rendering, cooking, baking, freezing, cooling, pasteurizing,
honmogeni zi ng, m xing, formulating, bottling, mlling, grinding,
extracting juice, distilling, |abeling, or packaging. Crops

t hat have been cleaned (e.g., dusted, washed), trimred, or

cool ed attendant to harvest or collection or treated agai nst
pests, waxed, or polished are still in their natural state for
pur poses of this subpart. Whole fish headed, eviscerated, or
frozen attendant to harvest are still in their natural state for
pur poses of this subpart.

(9) Port of arrival nmeans the water, air, or land port at

which the article of food is inported or offered for inport into
the United States, i.e., the port where the article of food
first arrives in the United States. This port may be different
than the port where consunption or warehouse entry or foreign
trade zone adm ssion docunentation is presented to the United
States Bureau of Custons and Border Protection (CBP)

(10) Port of entry, in sections 801(m and 801(l) of the

act, neans the port of entry as defined in 19 CFR 101. 1.

(11) Registration nunber refers to the registration nunber

assi gned by FDA under section 415 of the act (21 U S. C. 350d)
and 21 CFR part 1, subpart H
(12) Shi pper neans the owner or exporter of the article of

food who consigns and ships the article froma foreign country



or the person who sends an article of food by international nai
to the United States.

(13) United States neans the Custons territory of the

United States (i.e., the 50 states, the District of Colunbia,
and t he Commonweal th of Puerto Rico), but not the Territories.
(14) You neans the person submtting the prior notice,
i.e., the submtter, or the person transmtting prior notice
information on behalf of the submtter, i.e., the transmtter.

8 1.277 \What is the scope of this subpart?

(a) This subpart applies to all food for humans and ot her
animals that is inported or offered for inport into the United
States for use, storage, or distribution in the United States,
including food for gifts and trade and quality assurance/quality
control sanples, food for transshi pnent through the United
States to another country, food for future export, and food for
use in a U S. Foreign Trade Zone.

(b) Notwi t hstandi ng paragraph (a), this subpart does not
apply to:

(1) Food for an individual’s personal use when it is
carried by or otherw se acconpani es the individual when arriving
in the United States;

(2) Food that was made by an individual in his/her personal
resi dence and sent by that individual as a personal gift (i.e.,

for non-business reasons) to an individual in the United States;



(3) Food that is inported then exported w thout |eaving the
port of arrival until export;

(4) Meat food products that at the tinme of inportation are
subject to the exclusive jurisdiction of the U S. Departnent of
Agricul ture (USDA) under the Federal Meat |nspection Act (21
U S.C 601 et seq.);

(5) Poultry products that at the tinme of inportation are
subject to the exclusive jurisdiction of USDA under the Poultry
Products Inspection Act (21 U S.C. 451 et seq.); and

(6) Egg products that at the tinme of inportation are
subject to the exclusive jurisdiction of USDA under the Egg
Products I nspection Act (21 U . S. C. 1031 et seq.).

Requirements to Submit Prior Notice of Inported Food

8 1.278 Who is authorized to submit prior notice?

A prior notice for an article of food may be submtted by
any person with know edge of the required information. This
person is the submtter. The submtter also may use another
person to transmt the required information on his/her behalf.
The person who transmits the information is the transmtter.
The submtter and transmtter nay be the sane person.

8 1.279 When nust prior notice be subnmtted to FDA?

(a) Except as provided in paragraph (c) of this section,
you nust submit the prior notice to FDA and the prior notice

subm ssi on nust be confirmed by FDA for review as foll ows:



(1) If the article of food is arriving by land by road, no
| ess than 2 hours before arriving at the port of arrival;

(2) If the article of food is arriving by land by rail, no
| ess than 4 hours before arriving at the port of arrival;

(3) If the article of food is arriving by air, no |l ess than
4 hours before arriving at the port of arrival; or

(4) If the article of food is arriving by water, no |ess
than 8 hours before arriving at the port of arrival.

(b) Except in the case of an article of food inported or
offered for inport by international mail, you nmay not submt
prior notice nore than 5 cal endar days before the antici pated
date of arrival of the food at the anticipated port of arrival.

(c) Notwi thstandi ng paragraphs (a) and (b) of this section,
if the article of food is arriving by international mail, you
must submt the prior notice before the article of food is sent
to the United States.

(d) FDA will notify you that your prior notice has been
confirmed for reviewwith a reply nessage that contains a Prior
Notice (PN) Confirmation Nunber. Your prior notice will be
consi dered submtted and the prior notice tine will start when
FDA has confirnmed your prior notice for review

(e) The PN Confirmation Nunber nust acconpany any article

of food arriving by international mail. The PN Confirmation



Nunber nust appear on the Custons Decl aration that acconpanies
t he package.

(f) A copy of the confirmation including the PN
Confirmation Nunber, nust acconpany any article of food that is
subject to this subpart when it is carried by or otherw se
acconpani es an individual when arriving in the United States.
The copy of the confirmation nust be provided to CBP or FDA upon
arrival .

(g) The PN Confirmati on Nunber nust acconpany any article
of food for which the prior notice was submtted through the FDA
Prior Notice SystemInterface (FDA PN System Interface) when the
article arrives in the United States and nust be provided to CBP
or FDA upon arrival.

8§ 1.280 How nust you submt prior notice?

(a) You nust submit the prior notice electronically to FDA.
You rmust submit all prior notice information in the English
| anguage, except that an individual's name, the nanme of a
conpany, and the nane of a street may be submitted in a foreign
| anguage. All information, including these itens, nust be
subm tted using the Latin (Roman) al phabet. Unless paragraph
(d) of this section applies, you nmust submt prior notice
t hr ough:

(1) The CBP Automated Broker Interface of the Autonated

Comerci al System (ABI/ACS); or



(2) The FDA PN System Interface at

http:// ww. access. fda.gov. You nust submt prior notice through

the FDA PN System Interface for articles of food inported or
offered for inport by international mail, other transaction
types that cannot be nade through ABI/ACS, and articles of food
t hat have been refused under section 801(m (1) of the act and
this subpart.

(b) If a custombroker's or self-filer's systemis not
working or if the ABI/ACS interface is not working, prior notice
must be submtted through the FDA PN System Interface.

(c) If FDA determ nes that FDA PN System Interface is not
wor king, FDA will issue notification at

http://ww. access. fda.gov and FDA Wb site at http://ww. fda. gov

--see Prior Notice. Once FDA issues this notification, if you
intended to use the FDA PN System Interface to submt a prior
notice, you nmust submt prior notice infornmation by e-mail or by
fax to FDA. The location for receipt of subm ssion by e-mail or

fax is listed at http://ww.fda.gov. --see Prior Notice--PN

System Interface.
(d) If FDA determ nes that the QOperational and
Adm ni stration Systemfor Inport Support (OASIS) is not working,

FDA will issue notification at http://ww. access. fda. gov, on the

FDA Wb site at http://ww.fda.gov, and through nessages in

ABI / ACS. Once FDA issues this notification, all prior notices



nmust be submitted to FDA by e-mail or by fax. The |ocation for
recei pt of submission by e-mail or fax is listed at

http://ww.fda.gov. - see Prior Notice.

(e) Prior notice information will only be accepted at the
listed e-mail or fax locations if FDA determ nes that the FDA PN
System Interface or OASIS i s not worKking.

8§ 1.281 What information nust be in a prior notice?

(a) Ceneral. For each article of food that is inported or
offered for inport into the United States, except by
international mail, you must submt the information for the
article that is required in this paragraph.

(1) The nane of the individual submtting the prior notice
and hi s/ her business address, and phone nunber, fax nunber, and
e-nmai |l address, and the nane and address of the submitting firm
if applicable. |If a registration nunber is provided, city and
country may be provided instead of the full address;

(2) If different fromthe submtter, the name of the
individual and firm if applicable, transmtting the prior
notice on behalf of the submitter and his/her business address,
and phone nunber, fax nunber, and e-mail address. If a
regi stration nunber is provided, city and country may be
provi ded instead of the full address;

(3) The entry type;



(4) The CBP entry identifier (e.g., CBP entry nunber or in-
bond nunber), if avail abl e;

(5) The identity of the article of food being inported or
offered for inport, as follows:

(i) The conplete FDA product code;

(ii) The common or usual nane or market nane;

(ti1) The estimated quantity of food that wll be shi pped,
described fromlargest container to smallest package size; and

(iv) The lot or code nunbers or other identifier of the
food if required by the act or FDA regulations, e.g., low acid
canned foods, by 21 CFR 113.60(c); acidified foods, by 21 CFR
114.80(b); and infant fornula, by 21 CFR 106. 90;

(6) For an article of food that is no longer in its natural
state, the nane and address of the manufacturer and the
regi stration nunber assigned to the facility that is associated
with the article of food. A registration nunber is not required
for a facility associated with an article of food if the article
is inmported or offered for inport for transshipnent, storage,
and export, or further mani pulation and export. |If the article
of food is sent by an individual as a personal gift (i.e., for
nonbusi ness reasons) to an individual in the United States, you
may provide the nane and address of the firmthat appears on the
| abel under 21 CFR 101.5 instead of the nane, address, and

regi stration nunber of the manufacturer. |If a registration



nunber is provided, city and country nmay be provided instead of
the full address;

(7) For an article of food that is in its natural state,
t he nane and growi ng | ocation address of the grower, if known.
I f the submtter does not know the identity of the grower or, if
the article has been consolidated, the identity of any of the
growers, you nmay provide the nanme and address of the firmthat
has consolidated the articles of food fromdifferent growers or
different growi ng | ocations;

(8) The FDA Country of Production;

(9) The nane and address of the shipper and, if the shipper
is required to register under 21 CFR part 1, subpart H, the
regi stration nunber assigned to the shipper's facility that is
associated with the article of food. A registration nunber is
not required for a facility associated with an article of food
if the article is imported or offered for inport for
transshi pnment, storage, and export, or further manipul ation and
export. If a registration nunber is provided, city and country
may be provided instead of the full address;

(10) The country fromwhich the article is shipped;

(11) Anticipated arrival information about the article of
food being inported or offered for inport, as follows:

(i) The anticipated port of arrival and, if the anticipated

port of arrival has nore than one border crossing, the specific



anti ci pated border crossing where the food will be brought into
the United States;

(i1) The anticipated date on which the article of food wll
arrive at the anticipated port of arrival; and

(ii1) The anticipated tinme of that arrival;

(12) The nane and address of the inporter. If a
regi stration nunber is provided, city and country may be
provi ded i nstead of the full address. The identify of the owner
is not required for an article of food that is inported or
offered for inport for transshipnment through the United States
under a Transportation and Exportation entry;

(13) The nane and address of the owner if different from
the inmporter or ultimate consignee. |[If a registration nunber is
provi ded, city and country may be provided instead of the ful
address. The identity of the inporter is not required for an
article of food that is inported or offered for inport for
transshi pnment through the United States under a Transportation
and Exportation entry;

(14) The nane and address of the ultinmate consignee. If a
regi stration nunber is provided, city and country may be
provi ded instead of the full address. The identity of the
ultimate consignee is not required for an article of food that
is inmported or offered for inport for transshi pnent through the

United States under a Transportation and Exportation entry;



(15) The node of transportation;

(16) The Standard Carrier Abbreviation Code (SCAC) or
International Air Transportation Association (I ATA) code of the
carrier whichis, or will be, carrying the article of food from
the country fromwhich the article is shipped to the United
States, or if codes are not applicable, then the nane and country
of the carrier;

(17) Planned shipnent information, as applicable:

(1) The Airway Bill nunber(s) or Bill of Lading nunber(s).
This information is not required for an article of food when
carried by or otherw se acconpanyi ng an indivi dual when entering
the United States;

(i1) For food arriving by ocean vessel, the vessel nane and
voyage nunber;

(iii) For food arriving by air carrier, the flight nunber;

(iv) For food arriving by truck, bus, or rail, the trip
nunber ;

(v) For food arriving as containerized cargo by water, air,
or land, the container nunber(s). This information is not
required for an article of food when carried by or otherw se
acconpanyi ng an i ndi vi dual when entering the United States;

(vi) For food arriving by rail, the car nunber. This
information is not required for an article of food when carried

by or otherw se acconpanyi ng an i ndivi dual ;



(vii) For food arriving by privately owned vehicle, the
i cense plate nunber and State or province; and

(viii) The 6-digit Harnonized Tariff Schedul e (HTS) code.

(b) Articles arriving by international mail. For each
article of food that is inported or offered for inport into the
United States by international mail, you nmust submt the
information for the article that is required in this paragraph.

(1) The nane of the individual submitting the prior notice
and hi s/ her business address, and phone nunber, fax nunber, and
e-nmai | address, and the nane and address of the submtting firm
if applicable. |If a registration nunber is provided, city and
country nmay be provided instead of the full address;

(2) If different fromthe submtter, the name of the
i ndividual and firm if applicable, transmtting the prior
notice on behalf of the submtter and his/her business address
and phone nunber, fax nunber, and e-nmmil address. |If a
registration nunber is provided, city and country may be
provi ded i nstead of the full address

(3) The entry type (which will be a mail entry);

(4) The identity of the article of food being inported or
offered for inport, as follows:

(i) The conpl ete FDA product code;

(ii) The common or usual nane or mnarket nane;



(ii1) The estimated quantity of food that will be shi pped,
described fromlargest container to smallest package size; and

(iv) The | ot or code nunbers or other identifier of the
food if required by the act or FDA regulations, e.g., lowacid
canned foods, by 21 CFR 113.60(c); acidified foods, by 21 CFR
114.80(b); and infant fornmula, 21 CFR 106. 90;

(5) For an article of food that is no longer in its natural
state, the nane and address of the manufacturer and the
regi stration nunber assigned to the facility that is associated
with the article of food. A registration nunber is not required
for a facility associated with an article of food if the article
is inmported or offered for inport for transshi pnent, storage and
export, or further manipul ation and export. |If the article of
food is sent by an individual as a personal gift (i.e., for non-
busi ness reasons) to an individual in the United States, you may
provi de the nane and address of the firmthat appears on the
[ abel under 21 CFR 101.5 instead of the nane, address, and
regi stration nunber of the manufacturer. |If a registration
nunber is provided, city and country may be provided instead of
the full address;

(6) For an article of food that is in its natural state,
the nanme and growi ng | ocation address of the grower, if known.
| f the submtter does not know the identity of the grower or, if

the article has been consolidated, the identity of any of the



growers, you may provide the name and address of the firmthat
has consolidated the articles of food fromdifferent growers or
different growi ng | ocations;

(7) The FDA Country of Production;

(8) The nane and address of the shipper and, if the shipper
is required to register under 21 CFR part 1, subpart H, the
regi strati on nunber assigned to the shipper's facility that is
associated with the article of food. A registration nunber is
not required for a facility associated wth an article of food
if the article is inported or offered for inport for
transshi pment, storage and export, or further manipul ati on and
export. If a registration nunber is provided, city and country
may be provided instead of the full address;

(9) The country fromwhich the article i s shipped (i.e.,
mai | ed) ;

(10) The anticipated date of mailing; and

(11) The nane and address of the U. S. recipient.

(c) Refused articles. |If the article of food has been

refused under section 801(m (1) of the act and this subpart, you
must submt the information for the article that is required in
t hi s paragraph. However, if the refusal is based on

8§ 1.283(a)(1)(iii) (Untimely Prior Notice), you do not have to
re-submt any information previously submtted unless it has

changed or the article has been exported and the original prior



notice was subnmtted through ABI/ACS. |If the refusal is based
on 8 1.283(a)(ii), you should cancel the previous subm ssion per
§ 1.282(b) and (c).

(1) The nanme of the individual submtting the prior notice
and hi s/ her business address, and phone nunber, fax nunber, and
e-mai | address, and the nane and address of the submtting firm
if applicable. If a registration nunber is provided, city and
country may be provided instead of the full address;

(2) If different fromthe submtter, the name of the
i ndividual and firm if applicable, transmtting the prior
notice on behalf of the submtter and his/her business address,
and phone nunber, fax nunber, and e-mail address. If the
regi stration nunber is provided, city and country nmay be
provi ded i nstead of the full address

(3) The entry type;

(4) The CBP entry identifier (e.g., CBP entry nunber or in-
bond nunber), if avail abl e;

(5) The identity of the article of food being inmported or
offered for inport, as follows:

(i) The conpl ete FDA product code;

(ii) The common or usual nane or market nane;

(ii1) The quantity of food that was shi pped, described from

| argest container to small est package size; and



(iv) The lot or code numbers or other identifier of the
food if required by the act or FDA regulations, e.g., lowacid
canned foods, by 21 CFR 113.60(c); acidified foods, by 21 CFR
114.80(b); and infant fornula, by 21 CFR 106. 90;

(6) For an article of food that is no longer in its natural
state, the nanme and address of the manufacturer and the
regi stration nunber assigned to the facility that is associated
with the article of food. A registration nunber is not required
for a facility associated with an article of food if the article
is inmported or offered for inport for transshipnent, storage and
export, or further mani pul ati on and export. If the article of
food is sent by an individual as a personal gift (i.e., for non-
busi ness reasons) to an individual in the United States, you may
provi de the nanme and address of the firmthat appears on the
| abel under 21 CFR 101.5 instead of the nane, address, and
regi stration nunber of the manufacturer. |If a registration
nunber is provided, city and country may be provided instead of
the full address;

(7) For an article of food that is in its natural state,
the nanme and growi ng | ocation address of the grower, if known.
|f the subm tter does not know the identity of the grower or, if
the article has been consolidated, any of the growers, you nay

provi de the nane and address of the firmthat has consoli dated



the articles of food fromdifferent growers or different grow ng
| ocati ons;

(8) The FDA Country of Production;

(9) The nane and address of the shipper and, if the shipper
is required to register under 21 CFR part 1, subpart H, the
regi stration nunber assigned to the shipper's facility that is
associated with the article of food. A registration nunber is
not required for a facility associated with an article of food
if the article is inported or offered for inport for
transshi pnment, storage and export, or further manipul ati on and
export. If a registration nunber is provided, city and country
may be provided instead of the full address;

(10) The country fromwhich the article is shipped;

(11) The port of arrival;

(12) The nanme and address of the inporter. If a
regi stration nunber is provided, city and country may be
provided instead of the full address. The identity of the
inmporter is not required for an article of food that is inported
or offered for inmport for transshi pnment through the United
States under a Transportation and Exportation entry;

(13) The nane and address of the owner, if different from
the owner or ultimate consignee. |If a registration nunber is
provi ded, city and country nay be provided instead of the full

address. The identity of the owner is not required for an



article of food that is inported or offered for inport for
transshi pnment through the United States under a Transportation
and Exportation entry;

(14) The nane and address of the ultinmate consignee. If a
regi stration nunber is provided, city and country may be
provi ded instead of the full address. The identity of the
ultimate consignee is not required for an article of food that
is inmported or offered for inport for transshi pnment through the
United States under a Transportation and Exportation entry;

(15) The node of transportation;

(16) The Standard Carrier Abbreviation Code (SCAC) or
Internati onal Air Transportation Association (1ATA) code of the
carrier which carried the article of food fromthe country from
which the article is shipped to the United States, or if codes
are not applicable, then the name and country of the carrier;

(17) Shipnent information, as applicable:

(i) The Airway Bill nunber(s) or Bill of Lading nunber(s);
however, this information is not required for an article of food
when carried by or otherw se acconmpanyi ng an i ndi vi dual when
entering the United States;

(ii) For food that arrived by ocean vessel, the vessel name
and voyage nunber;

(ti1) For food that arrived by air carrier, the flight

nunber ;



(iv) For food that arrived by truck, bus, or rail, the trip
nunber ;

(v) For food that arrived as containerized cargo by water,
air, or land, the container nunber(s); however, this information
is not required for an article of food when carried by or
ot herwi se acconpanyi ng an individual when entering the United
St at es;

(vi) For food that arrived by rail, the car nunber;
however, this information is not required for an article of food
when carried by or otherw se acconpanying an i ndividual);

(vii) For food that arrived by privately owned vehicle, the
license plate nunber and State or province;

(viii) The 6-digit HIS code; and

(18) The I ocation and address where the article of refused
food will be or is being held, the date the article has arrived
or will arrive at that |ocation, and identification of a contact
at that | ocation.

8§ 1.282 What nust you do if information changes after you have

received confirnmation of a prior notice from FDA?

(a)(1) If any of the information required in § 1.281(a)
except the information required in:
(1) 8 1.281(a)(5)(iii) (quantity),

(i1) & 1.281(a)(11) (anticipated arrival information), or



(iii) 8 1.281(a)(17) (planned shipnent information) changes
after you receive notice that FDA has confirned your prior
noti ce subm ssion for review, you nust resubmt prior notice in
accordance with this subpart unless the article of food will not
be offered for inport or inported into the United States.

(2) If any of the information required in 8 1.281(b),
except the information required in 8§ 1.281(b)(10) (the
anticipated date of mailing), changes after you receive notice
that FDA has confirmed your prior notice subm ssion for review,
you nust resubmt prior notice in accordance with this subpart,
unl ess the article of food will not be offered for inport or
inmported into the United States.

(b) I'f you submtted the prior notice via the FDA PN System
I nterface, you should cancel the prior notice via the FDA PN
System Interface.

(c) I'f you submtted the prior notice via ABI/ACS, you
shoul d cancel the prior notice via ACS by requesting that CBP
delete the entry.

Consequences

8§ 1.283 What happens to food that is inported or offered for

i nport wi thout adequate prior notice?

(a) For each article of food that is inported or offered

for inmport into the United States, except for food arriving by



international mail or food carried by or otherw se acconpanyi ng
an individual, the consequences are:

(1) I nadequate prior notice--(i) No prior notice. |If an

article of food arrives at the port of arrival and no prior

noti ce has been submtted and confirnmed by FDA for review, the
food is subject to refusal of adm ssion under section 801(m (1)
of the act (21 U.S.C. 381(m(1)). If an article of food is
refused for lack of prior notice, unless CBP concurrence is

obtai ned for export and the article is i medi ately exported from
the port of arrival under CBP supervision, it nust be held
within the port of entry for the article unless directed by CBP
or FDA

(i1) Inaccurate prior notice. |If prior notice has been

submtted and confirmed by FDA for review, but upon review of

t he notice or exam nation of the article of food, the notice is
determined to be inaccurate, the food is subject to refusal of
adm ssi on under section 801(m (1) of the act (21 U S.C
381(mM(1)). |If the article of food is refused due to inaccurate
prior notice, unless CBP concurrence is obtained for export and
the article is immediately exported fromthe port of arrival
under CBP supervision, it nmust be held within the port entry for
the article unless directed by CBP or FDA.

(tii) Untinely prior notice. If prior notice has been

submtted and confirned by FDA for review, but the full tine



that applies under 8 1.279 of this subpart for prior notice has
not el apsed when the article of food arrives, the food is

subj ect to refusal of adm ssion under section 801(m) (1) of the
act (21 U S.C 381(m (1)), unless FDA has al ready revi ewed the
prior notice, determned its response to the prior notice, and
advi sed CBP of that response. If the article of food is refused
due to untinely prior notice, unless CBP concurrence is obtained
for export and the article is imediately exported fromthe port
of arrival under CBP supervision, it nust be held within the
port of entry for the article unless directed by CBP or FDA

(2) Status and novenent of refused food. (i) An article of

food that has been refused under section 801(n)(1) of the act
and paragraph (a) of this section shall be considered genera
order merchandi se as described in section 490 of the Tariff Act
of 1930, as anended, 19 U.S.C. 1490.

(ii) Refused food nust be noved under appropriate custodi al
bond. FDA nust be notified of the |ocation where the food has
been or will be nmoved, within 24 hours of refusal. The refused
food shall not be entered and shall not be delivered to any
i nporter, owner, or ultimte consignee. The food nust be taken
directly to the designated | ocation.

(3) Segregation of refused foods. |If an article of food

that is refused is part of a shipnent that contains articles of

food that have not been placed underhold, the refused article of



food may be segregated fromthe rest of the shipnent. This
segregation nust take place within the port, of arrival or where
the article is held, if different. FDA or CBP may supervise
segregation. |If FDA or CBP determ nes that supervision is
necessary, segregation nust not take place w thout supervision.
(4) Costs. Neither FDA nor CBP are liable for
transportation, storage, or other expenses resulting from
ref usal

(5) Export after refusal. An article of food that has been

refused under § 1.283(a) may be exported with CBP concurrence
and under CBP supervision unless it is seized or

adm ni stratively detained by FDA or CBP under other authority.
If an article of food that has been refused adm ssion under 8§
1.283(a) is exported, the prior notice should be cancelled

wi thin 5 business days of exportation.

(6) No post-refusal subm ssion or request for review |If

an article of food is refused under section 801(m (1) and no
prior notice is submtted or resubnitted, no request for FDA
review is submtted in a tinmely fashion, or export has not
occurred in accordance wth paragraph (a)(7) of this section,
the article of food shall be dealt with as set forth in CBP
regul ations relating to general order nerchandi se (19 CFR part
127), except that the article may only be sold for export or

destroyed as agreed to by CBP and FDA.



(b) Food carried by or otherw se acconpanyi ng an

individual. If food carried by or otherw se acconpanying an

i ndividual arriving in the United States is not for personal use
and does not have adequate prior notice or the individual cannot
provide FDA or CBP with a copy of the PN confirmation, the food
is subject to refusal of adm ssion under section 801(m (1) of
the act. |If before leaving the port, the individual arrange to
have the food held at the port or exported, the article of food
shal |l be destroyed.

(c) Post-Refusal Prior Notice Subm ssions.

(1) If an article of food is refused under 8 1.283(a)(1)(i)
(no prior notice) and the food is not exported, prior notice
must be submtted in accordance with 88 1.280 and 1.281(c) of
this subpart.

(2) If an article of food is refused under §
1.283(a)(1)(ii) (inaccurate prior notice) and the food is not
exported, you should cancel the prior notice in accordance with
§ 1.282 and nust resubmt prior notice in accordance with 88§
1.280 and 1.281(c).

(3) Once the prior notice has been submtted or resubmtted
and confirmed by FDA for review, FDA will endeavor to revi ew and
respond to the prior notice subm ssion within the tinefranmes set
out in § 1.279.

(d) FDA Review After Refusal



(1) If an article of food has been refused adm ssion under
section 801(m (1) of the act, a request may be subm tted asking
FDA to review whether the article is subject to the requirenents
of this subpart under 8§ 1.276(b)(4) or 8 1.277, or whether the
information submtted in a prior notice is accurate. A request
for review may not be used to submit prior notice or to resubmt
an i naccurate prior notice.

(2) A request nay be submtted only by the submtter,

i nporter, owner, or ultimate consignee. A request nust identify
whi ch one the requester is.

(3) A request nust be submtted in witing to FDA and
delivered by mail, express courier, fax, or e-mail. The |ocation
for receipt of a request is listed at http://ww.fda.gov -see
Prior Notice. A request nust include all factual and |ega
i nformati on necessary for FDA to conduct its review Only one
request for review may be submitted for each refused article.

(4) The request nust be submitted within 5 cal endar days of
the refusal. FDA will review and respond within 5 cal endar days
of receiving the request.

(5) If FDA determnes that the article is not subject to
the requi rements of this subpart under § 1.276(b)(5) or 8§ 1.277
or that the prior notice submssion is accurate, it wll notify
the requester, the transmtter, and CBP that the food is no

| onger subject to refusal under section 801(m) (1) of the act.



(e) International Mail. |If an article of food arrives hy
international mail with inadequate prior notice or the PN
confirmati on nunber is not affixed as required, the parcel wll
be held by CBP for 72 hours for FDA inspection and disposition.
| f FDA refuses the article under section 801(n) of the act and
there is a return address, the parcel nmay be returned to sender
stanped “No Prior Notice--FDA Refused.” |If the article is
refused and there is no return address or FDA determ nes that
the article of food in the parcel appears to present a hazard,
FDA may di spose of or destroy the parcel at its expense. |f FDA
does not respond within 72 hours of the CBP hold, CBP may return
the parcel to the sender or, if there is no return address,
destroy the parcel, at FDA expense.

(f) Prohibitions on delivery and transfer.

(1) Notwi thstanding section 801(b) of the act, an article
of food refused under section 801(m (1) of the act nay not be
delivered to the inporter, owner, or ultimte consignee until
prior notice is submtted to FDA in accordance with this
subpart, FDA has exam ned the prior notice, FDA has determ ned
that the prior notice is adequate, and FDA has notified CBP and
the transmtter that the article of food is no | onger refused
adm ssi on under section 801(m(1).

(2) During the tinme an article of food that has been

refused under section 801(m (1) of the act is held , the article



may not be transferred by any person fromthe port or the secure
facility until prior notice is submtted to FDA in accordance
with this subpart, FDA has exam ned the prior notice, FDA has
determ ned that the prior notice is adequate, and FDA has
notified CBP and the transmtter that the article of food no

| onger is refused adm ssion under section 801(nm)(1). After this
notification by FDA to CBP and transmtter, entry may be made in
accordance with | aw and regul ati on.

(g) Relationship to other admi ssibility decisions. A

determ nation that an article of food is no | onger refused under
section 801(m (1) of the act is different than, and nmay cone
before, determ nations of admi ssibility under other provisions
of the act or other U S Jlaws. A determnation that an article
of food is no | onger refused under section 801(n) (1) does not
mean that it wll be granted adm ssion under other provisions of
the act or other U S |aws.

8 1.284 Wat are the other consequences of failing to submt

adequate prior notice or otherwise failing to conply with this

subpart ?
(a) The inporting or offering for inmport into the United

States of an article of food in violation of the requirenents of
section 801(m, including the requirenents of this subpart, is a
prohi bited act under section 301(ee) of the act (21 U S.C

331(ee)).



(b) Section 301 of the act (21 U S.C. 331) prohibits the
doi ng of certain acts or causing such acts to be done.

(1) Under section 302 of the act (21 U S.C. 332), the
United States can bring a civil action in federal court to
enj oi n persons who conmt a prohibited act.

(2) Under section 303 of the act (21 U S.C. 333), the
United States can bring a crimnal action in Federal court to
prosecut e persons who are responsible for the comm ssion of a
prohi bited act.

(c) Under section 306 of the act (21 U S.C. 335a), FDA can
seek debarnent of any person who has been convicted of a felony
relating to inportation of food into the United States or any
person who has engaged in a pattern of inporting or offering
adul terated food that presents a threat of serious adverse
heal th consequences or death to humans or aninals.

8 1.285 What happens to food that is inported or offered for

import fromunregistered facilities that are required to

regi ster under 21 CFR part 1, subpart H?

(a) If an article of food froma forei gn manufacturer that
is not registered as required under section 415 of the act (21
U S.C. 350d) and subpart His inported or offered for inport
into the United States, the food is subject to refusal of
adm ssi on under section 801(n)(1) of the act and § 1.283 for

failure to provide adequate prior notice. The failure to



provi de the correct registration nunber of the foreign
manuf acturer, if registration is required under section 415 of
the act and 21 CFR part 1, subpart H, renders the identity of
that facility inconplete for purposes of prior notice.

(b) Unless CBP concurrence is obtained for export and the
article is inmmedi ately exported fromthe port of arrival, if an
article of food is inported or offered for inport froma foreign
facility that is not registered as required under section 415 of
the act and is placed under hold, it nust be held within the
port of entry for the article unless directed by CBP or FDA

(c) Status and novenent of held food. (1) An article of

food that has been placed under hold under section 801(1) of the
act shall be considered general order nerchandi se as descri bed
in section 490 of the Tariff Act of 1930, as anended (19 U. S.C
1490) .

(2) Food under hold under section 801(l) rust be noved
under appropriate custodial bond. FDA nust be notified of the
| ocati on where the food has been or will be noved, within 24
hours of the hold. The food subject to hold shall not be
entered and shall not be delivered to any inporter, owner, or
ultimte consignee. The food nust be taken directly to the
designated facility.

(d) Segregation of refused foods. |If an article of food

t hat has been placed under hold under section 801(l) is part of



a shipment that contains articles that have not been pl aced
under hold of the act, the food under hold nmay be segregated
fromthe rest of the shipnent. This segregation nust take place
Wi thin the port of arrival where the article is held, if
different. FDA or CBP may supervise segregation. |f FDA or CBP
determ ne that supervision is necessary, segregation nmust not
t ake place w thout supervision.

(e) Costs. Neither FDA nor CBP will be liable for
transportation, storage, or other expenses resulting from any
hol d.

(f) Export after refusal. An article of food that has been

pl aced under hol d under section 801(l) of the act may be
exported with CBP concurrence and under CBP supervision unl ess
it is seized or adm nistratively detained by FDA or CBP under
ot her authority.

(g) No Registration or Request for Review If an article

of food is placed under hold under section 801(1) of the act and
no registration or request for FDA review is submitted in a
timely fashion or export has not occurred in accordance wth
subsection (g), the food shall be dealt with as set forth in CBP
regul ations relating to general order nerchandi se, except that
the article may only be sold for export or destroyed as agreed

to by CBP and FDA.



(h) Food carried by or otherw se acconpanying an

individual. |If an article of food carried by or otherw se

acconpanying an individual arriving in the United States is

pl aced under hold under section 801(l) of the act because it is
froma foreign facility that is not registered as required under
section 415 of the act, 21 U.S.C 350d, and subpart H, the

i ndi vi dual may arrange to have the food held at the port or
exported. |If such arrangenents cannot be made, the article of
food nay be destroyed.

(i) Post-refusal and post-hold subm ssions. (1) Post-

refusal. To resolve the refusal if an article of food is
refused under 8§ 1.283(a) because the facility is not registered,
the facility nust be registered and a regi stration nunber has
been obt ai ned, you should cancel the prior notice and nust
resubmt the prior notice in accordance with § 1.283(c).

(2) Post-hold. To resolve a hold, if an article of food is
hel d under 8 1.285(b) because it is froma foreign facility that
is not registered, the facility must be registered and a
regi strati on nunber nust be obtai ned.

(i) FDA nust be notified of the applicable registration
nunber in witing. The notification nust provide the name and
contact information for the person submtting the information.
The notification nay be delivered to FDA by mail, express

courier, fax, or e-mail. The location for receipt of a



notification of registration nunber associated with an article

of food under hold is listed at http://ww.fda.gov - see Food

Facility Registration. The notification should include the
applicable CBP identifier.

(ii) If FDA determnes that the article is no | onger
subject to hold, it will notify the person who provided the
registration information and CBP that the food is no | onger
subj ect to hold under section 801(1) of the act.

(j) FDA review after hold. (1) If an article of food has

been placed under hold under section 801(1), a request may be
subm tted asking FDA to review whether the facility associ ated
with article is subject to the requirenents of section 415 of
the act. A request for review may not be submtted to obtain a
regi stration nunber.

(2) Arequest may be submtted only by the prior notice
submitter, inporter, owner, or ultinmate consignee of the
article. A request nust identify which one the requestor is.

(3) A request nust be submitted in witing to FDA and
delivered by mail, express courier, fax or e-mail. The |ocation

for receipt of a request is |listed at http://ww.fda.gov - see

Prior Notice. A request nust include all factual and |ega
i nformation necessary for FDA to conduct its review Only one

request for review nmay be submtted for each article under hold.



(4) The request nust be subnmitted within 5 cal endar days of
the hold. FDA will review and respond within 5 cal endar days of
recei ving the request.

(5) If FDA determines that the article is not froma
facility subject to the requirenents of section 415, it wll
notify the requestor and CBP that the food is no | onger subject
to hold under section 801(l) of the act.

(k) International mail. If an article of food that arrives

by international mail is froma foreign facility that is not
regi stered as required under section 415 of the act (21 U. S. C
350d) and subpart H, the parcel will be held by CBP for 72 hours
for FDA inspection and disposition. |If the article is held
under section 801(1) of the act and there is a return address,
the parcel may be returned to sender stanped “No Regi stration--
No Admi ssion Permitted.” |If the article is under hold and there
is no return address or FDA determines that the article of food
in the parcel appears to present a hazard, FDA may di spose of or
destroy the parcel at its expense. |If FDA does not respond

Wi thin 72 hours of the CBP hold, CBP may return the parcel to
the sender stanped “No Regi stration--No Adm ssion Permtted" or,
if there is no return address, destroy the parcel, at FDA
expense.

(') Prohibitions on delivery and transfer. (1)

Not wi t hst andi ng section 801(b) of the act (21 U S.C. 381(b)), an



article of food that has been refused under section 801(n) (1) of
the act may not be delivered to the inporter, owner, or ultimate
consignee until prior notice is submtted to FDA in accordance
with this subpart, FDA has exam ned the prior notice, FDA has
determ ned that the prior notice is adequate, and FDA has
notified CBP and the transmtter that the article of food no

| onger refused adm ssion under section 801(m (1) of the act.

(2) During the time an article of food that has been
refused under section 801(m) (1) of the act is held, the article
may not be transferred by any person fromthe port or the secure
facility location until prior notice is submtted to FDA in
accordance with this subpart, FDA has exam ned the prior notice,
FDA has determ ned that the prior notice is adequate, and FDA
has notified CBP and the transmitter that the article of food no
| onger refused adm ssion under section 801(m (1) of the act.
After this notification by FDA to CBP and transmtter, entry nmay
be made in accordance with | aw and regul ati on.

(m Relationship to other admissibility provisions. A

determ nation that an article of food is no | onger subject to
hol d under section 801(l) of the act is different than, and may
conme before, determ nations of adm ssibility under other

provi sions of the act or other U S laws. A determ nation that

an article of food is no | onger under hold under section 801(l)



does not nmean that it will be granted adm ssion under other

provi sions of the act or other U S |aws.
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