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§ 1.241 What are the consequences of 
failing to register, update, renew, or 
cancel your registration? 

(a) Section 301 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 331) 
prohibits the doing of certain acts or 
causing such acts to be done. Under 
section 302 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 332), the 
United States can bring a civil action 
in Federal court to enjoin a person who 
commits a prohibited act. Under sec-
tion 303 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 333), the United 
States can bring a criminal action in 
Federal court to prosecute a person 
who is responsible for the commission 
of a prohibited act. Under section 306 of 
the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 335a), FDA can seek de-
barment of any person who has been 
convicted of a felony relating to impor-
tation of food into the United States. 
Failure of an owner, operator, or agent 
in charge of a domestic or foreign facil-
ity to register its facility, renew the 
registration of its facility, update re-
quired elements of its facility’s reg-
istration, or cancel its registration in 
accordance with the requirements of 
this subpart is a prohibited act under 
section 301(dd) of the Federal Food, 
Drug, and Cosmetic Act. 

(b) FDA will consider a registration 
for a food facility to be expired if the 
registration is not renewed, as required 
by § 1.230(b). Thus, if you previously 
submitted a registration to FDA, but 
do not submit a registration renewal to 
FDA during the period beginning on 
October 1 and ending on December 31 of 
each even-numbered year, FDA will 
consider the registration for the facil-
ity to be expired. FDA will consider a 
food facility with an expired registra-
tion to have failed to register in ac-
cordance with section 415 of the Fed-
eral Food, Drug, and Cosmetic Act. 

(c) FDA will cancel a registration if 
FDA independently verifies that the fa-
cility is no longer in business or has 
changed owners, and the owner, oper-
ator, or agent in charge of the facility 
fails to cancel the registration, or if 
FDA determines that the registration 
is for a facility that does not exist, is 
not required to register, or where the 
information about the facility’s ad-
dress was not updated in a timely man-

ner in accordance with § 1.234(a) or the 
registration was submitted by a person 
not authorized to submit the registra-
tion under § 1.225. Also, FDA will cancel 
a registration if the facility’s registra-
tion has expired because the facility 
has failed to renew its registration in 
accordance with § 1.230(b). If FDA can-
cels a facility’s registration, FDA will 
send a confirmation of the cancellation 
using contact information submitted 
by the facility in the registration data-
base. 

(d) If an article of food is imported or 
offered for import into the United 
States and a foreign facility that man-
ufactured/processed, packed, or held 
that article of food has not registered 
in accordance with this subpart, the 
disposition of the article of food shall 
be governed by the procedures set out 
in subpart I of this part. 

[81 FR 45953, July 14, 2016] 

§ 1.242 What does assignment of a reg-
istration number mean? 

Assignment of a registration number 
to a facility means that the facility is 
registered with FDA. Assignment of a 
registration number does not in any 
way convey FDA’s approval or endorse-
ment of a facility or its products. 

§ 1.243 Is food registration information 
available to the public? 

(a) The list of registered facilities 
and registration documents submitted 
under this subpart are not subject to 
disclosure under 5 U.S.C. 552 (the Free-
dom of Information Act). In addition, 
any information derived from such list 
or registration documents that would 
disclose the identity or location of a 
specific registered person, is not sub-
ject to disclosure under 5 U.S.C. 552 
(the Freedom of Information Act). 

(b) Paragraph (a) of this section does 
not apply to any information obtained 
by other means or that has previously 
been disclosed to the public as defined 
in § 20.81 of this chapter. 

§ 1.245 Waiver request. 
Under §§ 1.231(a)(2) and (b), 1.234(d), 

and 1.235(d), beginning January 4, 2020, 
you must submit your registration, 
registration renewal, updates, and can-
cellations to FDA electronically unless 
FDA has granted a waiver from such 
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requirement. Under § 1.232(a)(6), you 
must provide the email address of the 
owner, operator, or agent in charge of 
the facility unless FDA has granted a 
waiver from such requirement. In addi-
tion, under §§ 1.230(b) and (c), 
1.232(a)(10), 1.234(a), and 1.235(b)(5), reg-
istration renewals, abbreviated reg-
istration renewals, registrations, up-
dates, and cancellations not submitted 
by the owner, operator, or agent in 
charge must include the email address 
for the individual who authorized the 
submission, unless FDA has granted a 
waiver. To request a waiver from these 
requirements, you must submit a writ-
ten request to FDA that explains why 
it is not reasonable for you to submit 
your registration, registration renewal, 
update, or cancellation to FDA elec-
tronically or to provide the email ad-
dress of the owner, operator, or agent 
in charge of the facility. You must sub-
mit your request to: U.S. Food and 
Drug Administration, Center for Food 
Safety and Applied Nutrition, 5001 
Campus Dr. (HFS–681), College Park, 
MD 20740. 

[81 FR 45953, July 14, 2016] 

Subpart I—Prior Notice of 
Imported Food 

SOURCE: 73 FR 66402, Nov. 7, 2008, unless 
otherwise noted. 

GENERAL PROVISIONS 

§ 1.276 What definitions apply to this 
subpart? 

(a) The act means the Federal Food, 
Drug, and Cosmetic Act. 

(b) The definitions of terms in sec-
tion 201 of the act (21 U.S.C. 321) apply 
when the terms are used in this sub-
part, unless defined in this section. 

(1) Calendar day means every day 
shown on the calendar. 

(2) Country from which the article origi-
nates means FDA Country of Produc-
tion. 

(3) Country from which the article is 
shipped means the country in which the 
article of food is loaded onto the con-
veyance that brings it to the United 
States or, in the case of food sent by 
international mail, the country from 
which the article is mailed. 

(4) FDA Country of Production means: 
(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 
shipment to the United States. If an 
article of food is wild 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. If an article of food 
that is in its natural state was grown, 
including harvested or collected and 
readied for shipment, 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 made; except 
that, if an article of food is made from 
wild 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. 

(5) Food has the meaning given in 
section 201(f) of the act, except as pro-
vided in paragraph (b)(5)(i) of this sec-
tion. 

(i) For purposes of this subpart, food 
does not include: 

(A) Food contact substances as de-
fined 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) Examples of food include fruits, 
vegetables, fish, including seafood, 
dairy products, eggs, raw agricultural 
commodities for use as food or as com-
ponents of food, animal feed (including 
pet food), food and feed ingredients, 
food and feed additives, dietary supple-
ments and dietary ingredients, infant 
formula, beverages (including alcoholic 
beverages and bottled water), live food 
animals, bakery goods, snack foods, 
candy, and canned foods. 

(6) Full address means the facility’s 
street name and number; suite/unit 
number, as appropriate; city; Province 
or State as appropriate; mail code as 
appropriate; and country. 
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