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otherwise provides food or meals for 
consumption by humans or animals in 
the United States. The term includes 
central food banks, soup kitchens, and 
nonprofit food delivery services. To be 
considered a nonprofit food establish-
ment, the establishment must meet the 
terms of section 501(c)(3) of the U.S. In-
ternal Revenue Code (26 U.S.C. 
501(c)(3)). 

(8) Packaging (when used as a verb) 
means placing food into a container 
that directly contacts the food and 
that the consumer receives. 

(9) Packing means placing food into a 
container other than packaging the 
food. 

(10) Restaurant means a facility that 
prepares and sells food directly to con-
sumers for immediate consumption. 
‘‘Restaurant’’ does not include facili-
ties that provide food to interstate 
conveyances, central kitchens, and 
other similar facilities that do not pre-
pare and serve food directly to con-
sumers. 

(i) Entities in which food is provided 
to humans, such as cafeterias, 
lunchrooms, cafes, bistros, fast food es-
tablishments, food stands, saloons, tav-
erns, bars, lounges, catering facilities, 
hospital kitchens, day care kitchens, 
and nursing home kitchens are res-
taurants; and 

(ii) Pet shelters, kennels, and veteri-
nary facilities in which food is pro-
vided to animals are restaurants. 

(11) Retail food establishment means an 
establishment that sells food products 
directly to consumers as its primary 
function. A retail food establishment 
may manufacture/process, pack, or 
hold food if the establishment’s pri-
mary function is to sell from that es-
tablishment food, including food that 
it manufactures/processes, packs, or 
holds, directly to consumers. A retail 
food establishment’s primary function 
is to sell food directly to consumers if 
the annual monetary value of sales of 
food products directly to consumers ex-
ceeds the annual monetary value of 
sales of food products to all other buy-
ers. The term ‘‘consumers’’ does not in-
clude businesses. A ‘‘retail food estab-
lishment’’ includes grocery stores, con-
venience stores, and vending machine 
locations. 

(12) Trade name means the name or 
names under which the facility con-
ducts business, or additional names by 
which the facility is known. A trade 
name is associated with a facility, and 
a brand name is associated with a prod-
uct. 

(13) U.S. agent means a person (as de-
fined in section 201(e) of the act (21 
U.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 cannot 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. 

(i) The U.S. agent acts as a commu-
nications link between FDA and the 
foreign facility for both emergency and 
routine communications. The U.S. 
agent will be the person FDA contacts 
when an emergency occurs, unless the 
registration specifies under § 1.233(e) 
another emergency contact. 

(ii) FDA will treat representations by 
the U.S. agent as those of the foreign 
facility, and will consider information 
or documents provided to the U.S. 
agent the equivalent of providing the 
information or documents to the for-
eign facility. 

(iii) Having a single U.S. agent for 
the purposes of this subpart does not 
preclude facilities from having mul-
tiple agents (such as foreign suppliers) 
for other business purposes. A firm’s 
commercial business in the United 
States need not be conducted through 
the U.S. agent designated for purposes 
of this subpart. 

(14) You or registrant means the 
owner, operator, or agent in charge of 
a facility that manufactures/processes, 
packs, or holds food for consumption in 
the United States. 

PROCEDURES FOR REGISTRATION OF FOOD 
FACILITIES 

§ 1.230 When must you register? 

The owner, operator, or agent in 
charge of a facility that manufactures/ 
processes, packs or holds food for con-
sumption in the United States must 
register the facility no later than De-
cember 12, 2003. The owner, operator, or 

VerDate Mar<15>2010 18:00 Apr 25, 2013 Jkt 229068 PO 00000 Frm 00029 Fmt 8010 Sfmt 8010 Q:\21\21V1.TXT ofr150 PsN: PC150



20 

21 CFR Ch. I (4–1–13 Edition) § 1.231 

agent in charge of a facility that be-
gins to manufacture/process, pack, or 
hold food for consumption in the 
United States on or after December 12, 
2003, must register before the facility 
begins such activities. An owner, oper-
ator, or agent in charge of a facility 
may authorize an individual to register 
the facility on its behalf. 

§ 1.231 How and where do you reg-
ister? 

(a) Electronic registration. (1) To reg-
ister electronically, you must register 
at http://www.fda.gov/furls, which is 
available for registration 24 hours a 
day, 7 days a week. This website 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) FDA strongly encourages elec-
tronic registration for the benefit of 
both FDA and the registrant. 

(3) Once you complete your elec-
tronic registration, FDA will auto-
matically provide you with an elec-
tronic confirmation of registration and 
a permanent registration number. 

(4) You will be considered registered 
once FDA electronically transmits 
your confirmation and registration 
number. 

(b) Registration by mail or fax. If, for 
example, you do not have reasonable 
access to the Internet through any of 
the methods described in paragraph (a) 
of this section, you may register by 
mail or fax. 

(1) You must register using Form 
3537. You may obtain a copy of this 
form by writing to the U.S. Food and 
Drug Administration (HFS–681), 5600 
Fishers Lane, Rockville, MD 20857 or 
by requesting a copy of this form by 
phone at 1–800–216–7331 or 301–575–0156. 

(2) When you receive the form, you 
must fill it out completely and legibly 
and either mail it to the address in 
paragraph (b)(1) of this section or fax it 
to 301–436–2804 or 1–800–573–0846. 

(3) If any required information on the 
form is incomplete or illegible when 
FDA receives it, FDA will return the 
form to you for revision, provided that 
your mailing address or fax number is 

legible and valid. When returning a 
registration form for revision, FDA 
will use the means by which the form 
was received by the agency (i.e., by 
mail or fax). 

(4) FDA will enter complete and leg-
ible mailed and faxed registration sub-
missions into its registration system, 
along with CD-ROM submissions, as 
soon as practicable, in the order FDA 
receives them. 

(5) FDA will then mail to the address 
or fax to the fax number on the reg-
istration form a copy of the registra-
tion as entered, confirmation of reg-
istration, and your registration num-
ber. When responding to a registration 
submission, FDA will use the means by 
which the registration was received by 
the agency (i.e., by mail or fax). 

(6) If any information you previously 
submitted was incorrect at the time of 
submission, you must immediately up-
date your facility’s registration as 
specified in § 1.234. 

(7) Your facility is considered reg-
istered once FDA enters your facility’s 
registration data into the registration 
system and the system generates a reg-
istration number. 

(c) Registration by CD-ROM for mul-
tiple submissions. If, for example, you do 
not have reasonable access to the 
Internet through any of the methods 
provided under paragraph (a) of this 
section, you may register by CD-ROM. 

(1) Registrants submitting their reg-
istrations in CD-ROM format must use 
ISO 9660 (CD-R or CD-RW) data format. 

(2) These files must be submitted on 
a portable document format (PDF) ren-
dition of the registration form (Form 
3537) and be accompanied by one signed 
copy of the certification statement 
that appears on the registration form 
(Form 3537). 

(3) Each submission on the CD-ROM 
must contain the same preferred mail-
ing address in the appropriate block on 
Form 3537. 

(4) A CD-ROM may contain registra-
tions for as many facilities as needed 
up to the CD-ROM’s capacity. 

(5) The registration on the CD-ROM 
for each separate facility must have a 
unique file name up to 32 characters 
long, the first part of which may be 
used to identify the parent company. 
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