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§1.230

Trade name means the name or names
under which the facility conducts busi-
ness, or additional names by which the
facility is known. A trade name is asso-
ciated with a facility, and a brand
name is associated with a product.

U.S. agent means a person (as defined
in section 201(e) of the Federal Food,
Drug, and Cosmetic Act (21 TU.S.C.
321(e))) residing or maintaining a place
of business in the United States whom
a foreign facility designates as its
agent for purposes of this subpart. A
U.S. agent may not be in the form of a
mailbox, answering machine or service,
or other place where an individual act-
ing as the foreign facility’s agent is not
physically present.

(1) The U.S. agent acts as a commu-
nications link between FDA and the
foreign facility for both emergency and
routine communications. The TU.S.
agent will be the person FDA contacts
when an emergency occurs, unless the
registration specifies another emer-
gency contact.

(2) FDA will treat representations by
the U.S. agent as those of the foreign
facility, and will consider information
or documents provided to the TU.S.
agent the equivalent of providing the
information or documents to the for-
eign facility. FDA will consider the
U.S. agent the equivalent of the reg-
istrant for purposes of sharing informa-
tion and communications. The TU.S.
agent of a foreign facility may view the
information submitted in the foreign
facility’s registration.

(3) Having a single U.S. agent for the
purposes of this subpart does not pre-
clude facilities from having multiple
agents (such as foreign suppliers) for
other business purposes. A firm’s com-
mercial business in the United States
need not be conducted through the U.S.
agent designated for purposes of this
subpart.

You or registrant means the owner,
operator, or agent in charge of a facil-
ity that manufactures/processes, packs,
or holds food for consumption in the
United States.

[80 FR 56141, Sept. 17, 2015, as amended at 81
FR 3715, Jan. 22, 2016; 81 FR 45950, July 14,
2016]
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PROCEDURES FOR REGISTRATION OF FOOD
FACILITIES

§1.230 When must you register or
renew your registration?

(a) Registration. You must register be-
fore your facility begins to manufac-
ture, process, pack, or hold food for
consumption in the United States. You
may authorize an individual to register
the facility on your behalf.

(b) Registration renewal. You must
submit a registration renewal con-
taining the information required under
§1.232 every other year, during the pe-
riod beginning on October 1 and ending
on December 31 of each even-numbered
year. You may authorize an individual
to renew a facility’s registration on
your behalf. If the individual submit-
ting the registration renewal is not the
owner, operator, or agent in charge of
the facility, the registration renewal
must also include a statement in which
the individual certifies that the infor-
mation submitted is true and accurate,
certifies that he/she is authorized to
submit the registration renewal, and
identifies by name, address, and tele-
phone number, the individual who au-
thorized submission of the registration
renewal. In addition, the registration
renewal must also identify the indi-
vidual who authorized submission of
the registration renewal by email ad-
dress, unless FDA has granted a waiver
under §1.245. Each registration renewal
must include the name of the indi-
vidual submitting the registration re-
newal, and the individual’s signature
(for the paper option). Each electronic
registration renewal must include the
name of the individual submitting the
renewal.

(c) Abbreviated registration renewal
process. If you do not have any changes
to the information required under
§1.232 since you submitted the pre-
ceding registration, registration re-
newal, or update for your facility, you
may use the abbreviated registration
renewal process. If you use the abbre-
viated registration renewal process,
you must confirm that no changes have
been made to the information required
under §1.232 since you submitted the
preceding registration, registration re-
newal or update, and you must certify
that the information submitted is
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truthful and accurate. Each abbre-
viated registration renewal must in-
clude the name of the individual sub-
mitting the abbreviated renewal, and
the individual’s signature (for the
paper option). Each electronic abbre-
viated registration renewal must in-
clude the name of the individual sub-
mitting the abbreviated renewal. For
abbreviated registration renewals not
submitted by the owner, operator, or
agent in charge of the facility, the ab-
breviated renewal must provide the
email address of the individual who au-
thorized submission of the abbreviated
renewal, unless FDA has granted a
waiver under §1.245. You must use
Form FDA 3537 to submit abbreviated
registration renewals to FDA.

[81 FR 45950, July 14, 2016]

§1.231 How and where do you register
or renew your registration?

(a) Electronic registration and registra-
tion renewal. (1) To register or renew a
registration electronically, you must
go to http:/www.fda.gov/furls, which is
available for registration 24 hours a
day, 7 days a week. This Web site is
available from wherever the Internet is
accessible, including libraries, copy
centers, schools, and Internet cafes. An
individual authorized by the owner, op-
erator, or agent in charge of a facility
may also register a facility electroni-
cally.

(2) Beginning on January 4, 2020, you
must submit your registration or reg-
istration renewal to FDA electroni-
cally, unless FDA has granted you a
waiver under §1.245.

(3) After you submit your electronic
registration, FDA will verify the accu-
racy of your unique facility identifier
(UFI) recognized as acceptable by FDA
and will also verify that the facility-
specific address associated with the
UFI is the same address associated
with your registration. FDA will not
confirm your registration or provide
you with a registration number until
FDA verifies the accuracy of your fa-
cility’s UFI and verifies that the facil-
ity-specific address associated with the
UFI is the same address associated
with your registration. With respect to
electronic registration renewals, after
you submit your electronic registra-
tion renewal, FDA will provide you
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with an electronic confirmation of
your registration renewal. When you
update your facility’s UFI as part of
your electronic registration renewal,
FDA will verify the accuracy of your
facility’s UFI and will also verify that
the facility-specific address associated
with the UFI is the same address asso-
ciated with your registration. FDA will
not provide you with a confirmation of
your registration renewal until FDA
verifies the accuracy of your UFI and
verifies that the facility-specific ad-
dress associated with the UFI is the
same address associated with your reg-
istration.

(4) For electronic registrations not
submitted by the owner, operator, or
agent in charge of the facility, after
submission of the registration, FDA
will verify that the individual identi-
fied as having authorized submission of
the registration in fact authorized the
submission on behalf of the facility.
FDA will not confirm the registration
or provide a registration number until
that individual confirms that he or she
authorized the submission. With re-
spect to electronic registration renew-
als, after completion of the electronic
registration renewal, FDA will provide
an electronic confirmation of the reg-
istration renewal. For electronic reg-
istration renewals not submitted by
the owner, operator, or agent in charge
of the facility, FDA will verify that the
individual identified as having author-
ized submission of the registration re-
newal in fact authorized the submis-
sion on behalf of the facility. FDA will
not provide an electronic confirmation
of the registration renewal until that
individual confirms that he or she au-
thorized the submission.

(5) For a foreign facility, after you
submit your electronic registration,
FDA will verify that the person identi-
fied as the U.S. agent for your foreign
facility has agreed to serve as your
U.S. agent. FDA will not confirm your
registration or provide you with a reg-
istration number until that person con-
firms that the person agreed to serve
as your U.S. agent. With respect to
electronic registration renewals, after
you complete your electronic registra-
tion renewal, FDA will provide you
with an electronic confirmation of
your registration renewal. When you
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