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§1.280 How must you submit prior no-
tice?

(a) You must submit the prior notice
electronically to FDA. You must sub-
mit all prior notice information in the
English language, except that an indi-
vidual’s name, the name of a company,
and the name of a street may be sub-
mitted in a foreign language. All infor-
mation, including the items listed in
the previous sentence, must be sub-
mitted using the Latin (Roman) alpha-
bet. Unless paragraph (c¢) of this sec-
tion applies, you must submit prior no-
tice through:

(1) The U.S. Customs and Border Pro-
tection (CBP) Automated Broker Inter-
face/Automated Commercial Environ-
ment/International Trade Data System
(ABI/ACE/ITDS); or

(2) The FDA PNSI at https:/
www.access.fda.gov/. You must submit
prior notice through the FDA Prior No-
tice System Interface (FDA PNSI) for
articles of food imported or offered for
import by international mail, and
other transaction types that cannot be
made through ABI/JACE/ITDS.

(b) If a customhouse broker’s or self-
filer’s system is not working or if the
ABI/ACE/ITDS interface is not work-
ing, prior notice must be submitted
through the FDA PNSI.

(c) If FDA determines that FDA
PNSI or the Operational and Adminis-
tration System for Import Support
(OASIS) is not working, FDA will post
prominent notification and instruc-
tions at htitps:/www.access.fda.gov—see
log-in page. FDA will accept prior no-
tice submissions in the format it deems
appropriate during the system(s) out-
age.

[73 FR 66402, Nov. 7, 2008, as amended at 82
FR 15629, Mar. 30, 2017; 85 FR 50782, Aug. 18,
2020]

§1.281 What information must be in a
prior notice?

(a) General. For each article of food
that is imported or offered for import
into the United States, except by inter-
national mail, you must submit the in-
formation for the article that is re-
quired in paragraphs (a)(1) through (18)
of this section:

(1) The name of the individual sub-
mitting the prior notice and his/her
business address, phone number, and e-
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mail address, and the name and address
of the submitting firm, if applicable. If
the business address of the individual
submitting the prior notice is a reg-
istered facility, then the facility’s reg-
istration number, city, and country
may be provided instead of the facili-
ty’s full address;

(2) If different from the submitter,
the name of the individual and firm, if
applicable, transmitting the prior no-
tice on behalf of the submitter and his/
her business address, phone number,
and e-mail address. If the business ad-
dress of the individual transmitting
the prior notice is a registered facility,
then the facility’s registration number,
city, and country may be provided in-
stead of the facility’s full address;

(3) The entry type;

(4) The U.S. Customs and Border Pro-
tection (CBP) entry identifier (e.g.,
CBP entry number or in-bond number),
if available;

(5) The identity of the article of food
being imported or offered for import,
as follows:

(i) The complete FDA product code;

(ii) The common or usual name or
market name;

(iii) The estimated quantity of food
that will be shipped, described from
largest container to smallest 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., low-acid
canned foods, by §113.60(c) of this chap-
ter; acidified foods, by §114.80(b) of this
chapter; and infant formula, by §106.90
of this chapter;

(6) For an article of food that is no
longer in its natural state, the identity
of the manufacturer, as follows:

(i) The name of the manufacturer;
and

(ii) Either the registration number,
city, and country of the manufacturer
or both the full address of the manufac-
turer and the reason the registration
number is not provided;

(7) For an article of food that is in its
natural state, the name and growing
location address of the grower, if
known. If the submitter does not know
the identity of the grower or, if the ar-
ticle has been consolidated and the
submitter does not know the identity
of any of the growers, you may provide
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the name and address of the firm that
has consolidated the articles of food
from different growers or different
growing locations;

(8) The FDA Country of Production;

(9) If the shipper is different from the
manufacturer, the identity of the ship-
per, as follows:

(i) The name of the shipper; and

(ii) The full address of the shipper. If
the address of the shipper is a reg-
istered facility, you also may submit
the registration number of the ship-
per’s registered facility;

(10) The country from which the arti-
cle is shipped,;

(11) Anticipated arrival information
about the article of food being im-
ported or offered for import, as follows:

(i) The anticipated port of arrival;

(ii) The anticipated date on which
the article of food will arrive at the an-
ticipated port of arrival;

(iii) The anticipated time of that ar-
rival; and

(iv) Notwithstanding  paragraphs
(a)(11) introductory text and (a)(11)(Q)
through (iii) of this section, if the arti-
cle of food is arriving by express con-
signment operator or carrier, the ex-
press consignment operator or carrier
tracking number may be submitted in
lieu of the information required in
paragraphs (a)(11) introductory text
and (a)(11)(i) through (iii) of this sec-
tion.

(12) The name and full address of the
importer. If the business address of the
importer is a registered facility, you
also may submit the registration num-
ber of the importer’s registered facil-
ity. The identity of the importer is not
required for an article of food that is
imported or offered for import for
transshipment through the TUnited
States under a Transportation and Ex-
portation entry;

(13) The name and full address of the
owner if different from the importer or
ultimate consignee. If the business ad-
dress of the owner is a registered facil-
ity, you also may submit the registra-
tion number of the owner’s registered
facility. The identity of the owner is
not required for an article of food that
is imported or offered for import for
transshipment through the TUnited
States under a Transportation and Ex-
portation entry;
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(14) The name and full address of the
ultimate consignee. If the business ad-
dress of the ultimate consignee is a
registered facility, you also may sub-
mit the registration number of the ul-
timate consignee’s registered facility.
The identity of the ultimate consignee
is not required for an article of food
that is imported or offered for import
for transshipment through the United
States under a Transportation and Ex-
portation entry;

(15) The mode of transportation;

(16) The Standard Carrier Abbrevia-
tion Code (SCAC) or International Air
Transportation Association (IATA)
code of the carrier which is, or will be,
carrying the article of food from the
country from which the article is
shipped to the United States to the
port of arrival, or if this code is not ap-
plicable, then the name of the carrier.
If the carrier is a privately owned vehi-
cle, the license plate number of the ve-
hicle and the State or Province that
issued the license plate number;

(17) Planned shipment information,
as applicable to the mode of transpor-
tation and when it exists:

(i) The Airway Bill number(s) or Bill
of Lading number(s), as applicable.
This information is not required for an
article of food when carried by or oth-
erwise accompanying an individual
when entering the United States. If the
article of food is arriving by express
consignment operator or carrier, the
express consignment operator or car-
rier tracking number may by sub-
mitted in lieu of the Airway Bill num-
ber(s) or Bill of Lading number(s), as
applicable;

(ii) For food arriving by ocean vessel,
the vessel name and voyage number;

(iii) For food arriving by air carrier,
the flight number. If the article of food
is arriving by express consignment op-
erator or carrier, the express consign-
ment operator or carrier tracking num-
ber may be submitted in lieu of the
flight number;

(iv) For food arriving by truck, bus,
or rail, the trip number;

(v) For food arriving as containerized
cargo by water, air, or land, the con-
tainer number(s). This information is
not required for an article of food when
carried by or otherwise accompanying
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an individual when entering the United
States; and

(vi) For food arriving by rail, the car
number. This information is not re-
quired for an article of food when car-
ried by or otherwise accompanying an
individual.

(18) Any country to which the article
has been refused entry.

(b) Articles arriving by international
mail. For each article of food that is
imported or offered for import into the
United States by international mail,
you must submit the information for
the article that is required in para-
graphs (b)(1) through (12) of this sec-
tion:

(1) The name of the individual sub-
mitting the prior notice and his/her
business address, phone number, and e-
mail address, and the name and address
of the submitting firm, if applicable. If
the business address of the individual
submitting the prior notice is a reg-
istered facility, then the facility’s reg-
istration number, city, and country
may be provided instead of the facili-
ty’s full address;

(2) If different from the submitter,
the name of the individual and firm, if
applicable, transmitting the prior no-
tice on behalf of the submitter and his/
her business address, phone number,
and e-mail address. If the business ad-
dress of the individual transmitting
the prior notice is a registered facility,
then the facility’s registration number,
city, and country may be provided in-
stead of the facility’s full address;

(3) The entry type (which will be a
mail entry);

(4) The identity of the article of food
being imported or offered for import,
as follows:

(i) The complete FDA product code;

(ii) The common or usual name or
market name;

(iii) The estimated quantity of food
that will be shipped, described from
largest container to smallest 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., low-acid
canned foods, by §113.60(c) of this chap-
ter; acidified foods, by §114.80(b) of this
chapter; and infant formula, §106.90 of
this chapter;
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(5) For an article of food that is no
longer in its natural state, the identity
of the manufacturer, as follows:

(i) The name of the manufacturer;
and

(ii) Either the registration number,
city, and country of the manufacturer
or both the full address of the manufac-
turer and the reason the registration
number is not provided;

(6) For an article of food that is in its
natural state, the name and growing
location address of the grower, if
known. If the submitter does not know
the identity of the grower or, if the ar-
ticle has been consolidated and the
submitter does not know the identity
of any of the growers, you may provide
the name and address of the firm that
has consolidated the articles of food
from different growers or different
growing locations;

(7) The FDA Country of Production;

(8) If the shipper is different from the
manufacturer, the identity of the ship-
per, as follows:

(i) The name of the shipper; and

(ii) The full address of the shipper. If
the address of the shipper is a reg-
istered facility, you also may submit
the registration number of the ship-
per’s registered facility;

(9) The country from which the arti-
cle is shipped (i.e., mailed);

(10) The anticipated date of mailing;
and

(11) The name and address of the U.S.
recipient.

(12) Any country to which the article
has been refused entry.

(c) Refused articles. If the article of
food has been refused under section
801(m)(1) of the act and under this sub-
part, you must submit the information
for the article that is required in para-
graphs (c)(1) through (19) of this sec-
tion. However, if the refusal is based on
§1.283(a)(1)(iii) (Untimely Prior No-
tice), you do not have to resubmit any
information previously submitted un-
less it has changed or the article has
been exported and the original prior
notice was submitted through ABI/
ACE/ITDS. If the refusal is based on
§1.283(a)(1)(ii), you should cancel the
previous submission per §1.282(b) and
(c).

(1) The name of the individual sub-
mitting the prior notice and his/her
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business address, phone number, and e-
mail address, and the name and address
of the submitting firm, if applicable. If
the business address of the individual
submitting the prior notice is a reg-
istered facility, then the facility’s reg-
istration number, city, and country
may be provided instead of the facili-
ty’s full address;

(2) If different from the submitter,
the name of the individual and firm, if
applicable, transmitting the prior no-
tice on behalf of the submitter and his/
her business address, phone number,
and e-mail address. If the business ad-
dress of the individual transmitting
the prior notice is a registered facility,
then the facility’s registration number,
city, and country may be provided in-
stead of the facility’s full address;

(3) The entry type;

(4) The CBP entry identifier (e.g.,
CBP entry number or in-bond number),
if available;

(5) The identity of the article of food
being imported or offered for import,
as follows:

(i) The complete FDA product code;

(ii) The common or usual name or
market name;

(iii) The quantity of food that was
shipped, described from largest con-
tainer to smallest 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., low-acid
canned foods, by §113.60(c) of this chap-
ter; acidified foods, by §114.80(b) of this
chapter; and infant formula, by §106.90
of this chapter;

(6) For an article of food that is no
longer in its natural state, the identity
of the manufacturer, as follows:

(i) The name of the manufacturer;
and

(ii) Either the registration number,
city, and country of the manufacturer
or both the full address of the manufac-
turer and the reason the registration
number is not provided;

(7) For an article of food that is in its
natural state, the name and growing
location address of the grower, if
known. If the submitter does not know
the identity of the grower or, if the ar-
ticle has been consolidated and the
submitter does not know any of the
growers, you may provide the name
and address of the firm that has con-
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solidated the articles of food from dif-
ferent growers or different growing lo-
cations;

(8) The FDA Country of Production;

(9) If the shipper is different from the
manufacturer, the identity of the ship-
per, as follows:

(i) The name of the shipper; and

(ii) The full address of the shipper. If
the address of the shipper is a reg-
istered facility, you also may submit
the registration number of the ship-
per’s registered facility;

(10) The country from which the arti-
cle is shipped;

(11) Arrival information about the ar-
ticle of food being imported or offered
for import, as follows:

(i) The port of arrival; and

(ii) The date on which the article of
food arrived at the port of arrival.

(iii) Notwithstanding paragraphs
(¢)(11) introductory text and (c)(11)(Q)
and (ii) of this section, if the article of
food arrived by express consignment
operator or carrier, the express con-
signment operator or carrier tracking
number may be submitted in lieu of the
information required in paragraphs
(¢)(11) introductory text and (c)(11)(Q)
and (ii) of this section.

(12) The name and full address of the
importer. If the business address of the
importer is a registered facility, you
also may submit the registration num-
ber of the importer’s registered facil-
ity. The identity of the importer is not
required for an article of food that is
imported or offered for import for
transshipment through the TUnited
States under a Transportation and Ex-
portation entry;

(13) The name and full address of the
owner, if different from the importer or
ultimate consignee. If the business ad-
dress of the owner is a registered facil-
ity, you also may submit the registra-
tion number of the importer’s reg-
istered facility. The identity of the
owner is not required for an article of
food that is imported or offered for im-
port for transshipment through the
United States under a Transportation
and Exportation entry;

(14) The name and full address of the
ultimate consignee. If the business ad-
dress of the ultimate consignee is a
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registered facility, you also may sub-
mit the registration number of the ul-
timate consignee’s registered facility.
The identity of the ultimate consignee
is not required for an article of food
that is imported or offered for import
for transshipment through the United
States under a Transportation and Ex-
portation entry;

(15) The mode of transportation;

(16) The SCAC or IATA code of the
carrier which carried the article of
food from the country from which the
article is shipped to the United States
to the port of arrival, or if this code is
not applicable, then the name of the
carrier. If the carrier is a privately
owned vehicle, the license plate num-
ber of the vehicle and the State or
Province that issued the license plate
number;

(17) Shipment information, as appli-
cable to the mode of transportation
and when it exists:

(i) The Airway Bill number(s) or Bill
of Lading number(s), as applicable;
however, this information is not re-
quired for an article of food when car-
ried by or otherwise accompanying an
individual when entering the United
States. If the article of food arrived by
express consignment operator or car-
rier, the express consignment operator
or carrier tracking number may be sub-
mitted in lieu of the Airway Bill num-
ber(s) or Bill of Lading number(s), as
applicable;

(ii) For food that arrived by ocean
vessel, the vessel name and voyage
number;

(iii) For food that arrived by air car-
rier, the flight number. If the article of
food arrived by express consignment
operator or carrier, the express con-
signment operator or carrier tracking
number may be submitted in lieu of the
flight number;

(iv) For food that arrived by truck,
bus, or rail, the trip number;

(v) For food that arrived as contain-
erized cargo by water, air, or land, the
container number(s); however, this in-
formation is not required for an article
of food when carried by or otherwise
accompanying an individual when en-
tering the United States; and

(vi) For food that arrived by rail, the
car number; however, this information
is not required for an article of food
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when carried by or otherwise accom-
panying an individual;

(18) The location and address where
the article of refused food will be or is
being held, the date the article has ar-
rived or will arrive at that location,
and identification of a contact at that
location.

(19) Any country to which the article
has been refused entry.

[73 FR 66402, Nov. 7, 2008, as amended at 76
FR 255645, May 5, 2011; 82 FR 15629, Mar. 30,
2017]

§1.282 What must you do if informa-
tion changes after you have re-
ceived confirmation of a prior no-
tice from FDA?

(a)(1) If any of the information re-
quired in §1.281(a), except the informa-
tion required in:

(i) Section 1.281(a)(5)(iii) (quantity),

(ii) Section 1.281(a)(11) (anticipated
arrival information), or

(iii) Section 1.281(a)(17) (planned ship-
ment information), changes after you
receive notice that FDA has confirmed
your prior notice submission for re-
view, you must resubmit prior notice
in accordance with this subpart unless
the article of food will not be offered
for import or imported into the United
States.

(2) If any of the information required
in §1.281(b), except the information re-
quired in §1.281(b)(10) (the anticipated
date of mailing), changes after you re-
ceive notice that FDA has confirmed
your prior notice submission for re-
view, you must resubmit prior notice
in accordance with this subpart, unless
the article of food will not be offered
for import or imported into the United
States.

(b) If you submitted the prior notice
via the FDA PNSI, you should cancel
the prior notice via the FDA PNSI.

(c) If you submitted the prior notice
via ABI/ACE/ITDS, you should cancel
the prior notice via ACE by requesting
that CBP cancel the entry.

[73 FR 66402, Nov. 7, 2008, as amended at 82
FR 15629, Mar. 30, 2017]
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