Questions Regarding Whether Food Facilities are Required to Pay Registration Fees and
Private Businesses Claiming or Suggesting an Affiliation with FDA

Updated March 2018

The United States Food and Drug Administration (FDA) continues to receive questions from
food facilities regarding whether such facilities are required to pay registration fees or use third-
party businesses to register with FDA. In response to these questions, FDA clarifies that there is
no fee required to register a food facility with FDA and food facility registrants are not required
to use a third-party business or “registrar” to register their facilities with FDA. Additionally,
FDA is aware that private businesses are offering services (such as U.S. agent listing and
registration renewal services) to food facilities. U.S. Agents may charge a fee for their services,
which is solely an issue to be decided between the food facility and the person who agrees to
serve as the food facility's U.S. Agent. FDA would like to remind registrants that FDA is not
affiliated with these private businesses, nor do they act on FDA’s behalf.

1. FSMA amended section 415 of the Federal Food, Drug, and Cosmetics Act (FD&C Act)
[21 U.S.C. § 350d], which requires domestic and foreign facilities that manufacture,
process, pack or hold food for human or animal consumption in the U.S. to register with
FDA unless an exemption applies (see 21 CFR 1.226). Food facilities that are required to
register with FDA must register directly with FDA electronically or by mail or fax. There
is no fee to register with FDA (21 C.F.R. 1.231(c)). A food facility may register, update,
or cancel its registration itself (or authorize another person to do so on its behalf) using
the Internet at http://www.access.fda.gov. Alternatively, a food facility may register,
update, or cancel a registration by mail by requesting the appropriate form from U.S.
FDA at 1-800-216-7331 or 240-247-8804 outside the United States, or by e-mail at
furls@fda.gov. FDA issues a registration number to registered food facilities. Any
registered food facility may obtain its registration number by contacting FDA. Note:
Traders/brokers, in accordance with Section 415 of the Federal Food, Drug, and
Cosmetic act, are not required to register.

2. Food facilities do not need a certificate of registration. FDA does not issue a certificate of
registration or product status (e.g., low acid canned food), nor does FDA recognize a
certificate of registration or product status issued by a private business. If such a
certificate of registration is issued by a private business, FDA reminds issuers that the
FDA logo is for the official use of FDA and not for use on private sector materials. To
the public, such use would send a message that FDA favors or endorses a private sector
organization or the organization’s activities, products, services, and/or personnel (either
overtly or tacitly), which FDA does not and cannot do. Unauthorized use of the FDA
logo may violate federal law and subject those responsible to civil and/or criminal
liability. For more information of the use of the FDA logo, please see the complete
policy at
https://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ucm218116.htm

3. Food facilities that have registered and do not have their FURLS information or PIN
should not re-register. Instead, a food facility can contact FDA for help at 1-800-216-
7331 or 240-247-8804, or by e-mail at furls@fda.gov .
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A food facility will be asked to provide information on its company's letterhead signed by the
owner, operator, or agent-in-charge of the facility to verify the information. Once FDA verifies
the identity of the food facility, FDA will provide the facility access to its account.

Additional information on FDA food facility registration requirements, including FDA’s food
facility registration regulation, can be found on FDA’s webpage at
https://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/default.htm.
Further, additional information can be found on FDA’s webpage in the FDA Food Safety
Modernization Act (FSMA) frequently asked questions section at
http://www.fda.gov/food/guidanceregulation/fsma/ucm247559.htm#reqistration.

Registrants may also find additional information on food facility registration requirements in the
following resources:

Guidance for Industry: What You Need to Know About the Registration of Food Facilities —
Small Entity Compliance Guide
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRequlatorylnformation/ucm
331957.htm

Draft Guidance for Industry: Questions and Answers Regarding Food Facility Registration
(Seventh Edition) — Revised
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRequlatorylnformation/ucm
331959.htm

For more information about these requirements, please refer to the guidance documents and
frequently asked questions referenced in this update or contact the FURLS Helpdesk by phone at
1-800-216-7331 or 240-247-8804, or by e-mail at furls@fda.gov .


https://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/default.htm
http://www.fda.gov/food/guidanceregulation/fsma/ucm247559.htm%23registration
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm331957.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm331957.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm331959.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm331959.htm
mailto:furls@fda.gov

RXTFERL REBEEMBEURLANAR FHREBERE FDA B RKER R A&
2018 3 H  HHr

5 [ B i 24 i BRJR (FDA) ANl 21 it T SR A9 T/ dn T 2 5 75 217 FDA 32

ASHE M B H B L 25 =07 A~ m AL FDA BEATIEM R A, 5% FiX21a) 8, FDA B & dh L
] {E FDA EATIEM IS AN TR ZSATEM P, AR E@ LS =T A" 8 &1 N7 FDA
BEATUEEM . 34, FDA T — SR N AR e ah L) R AR S Canse EARE R B e

TEM R ARSS) o 3¢ EACEE R A R 2 AR A ISR AL A AR S5 SR B Y X% B L) A )
B SE EACEE 2 (W) 5 B OUE I F 1 . FDA 7 52 IEVE M A\ FDA 5IXEER A
NEVEAEMRR KRR, AIBEAMER FDA.

1. (EEENZEIRMIER) (FSMAXT CBEFSE M. 28l itk %) (FD&C
Act)®f 415 #53[21 U.S.C. § 350d]iH4T THEIT, BTN ZREEEENHME 1L,
FLBE . AFAETESEE B N FTVE SR NS L AIZ Y & S i L) #407E FDA BEAT3EAE
BRAERF S AT LLER S s (15 23% 21 CFR 1.226 #73) .« T EAE FDA HHATVEMY
i L) s E W R Bl BT SN EHETE FDA ATV EM . 7F FDA #H4773: M
AFTEALM (21 C.FR. 1.231(c)). &b L) Al LLE CAE FDA B 77 558 M 0
http://www.access.fda.gov ATV EM . BB M ECEGETEM (B A At A SE
W) o AAh, B L) AT DO s g AR A O AT S B, A
KA LB PR G (EEBEAMRTT) 1-800-216-7331 X 240-247-8804 B iE it
KHEFHREE 2 furls@fda.gov [] FDA Hil T PA K I%E . FDA KN EIhVE M & b T
J O R—ANEM S . AR SRS L) T PLE ISR FDA SREUC M 5 .
R (B A i) (FD&C Act)Zf 415 3/ flse, 7 % il
ZEEH A T 2

2. B L) ATEEMIES. FDA AKRIBEEMUESEG™ 280 (URRER T
FDA AN AT AL N A &) BB EMHIE B = 28 . A FA N A 5] R GE
WHIE-B RS, FDA 7 34202 K IFE A FDA kRl R Bet FDA B 56, ASBE
FARAANEERE . 5T AR, X FDA bR A48 45 28 B A s s A%k FDA
N —NFAMAS AR ES) . P2 RS FER N B (5 B, FDA R4 tiARE
R, REBEPUTH FOA AR AT RIGTER, FHCTT TN T 52 2 [ 3 A0
HAb T, KTEH FOARIRIIE ZE R, iESHMHCEBBUR, BiET:
https://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ucm218116.htm

3. CAVEMIIEAKIEH S FURLS &5 B BCEL &M L) AN ZEIEM. =i
)R AECHE 1-800-216-7331 BY 240-247-8804 Bl & HL T {4 2 furls@fda.gov Bk &
FDA SR15H Bl

FDABESRE M T AAFRIEREHIFLE AT AN 45 NI RACEE N2 7 fit
45 FDA (S B LVE FDA HEAT#Z 2. —&8i\ T &5 1) MESL S5, FDA K4t
A IAZ B T REE B HA Ak .


http://www.access.fda.gov/
https://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ucm218116.htm

KT FDA &5 L) JEMESRPIEZER, 8 FDA &5 L) EMEN, wTUEW T
FDA M 11 3k 2
https://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/default.htm.

[Fiy, FDA M b FDA (& 2IARMIEZR) (FSMA)H WL I 7t A 5 2 A S5
=|

http://www.fda.gov/food/quidancerequlation/fsma/ucm247559.htm#reqistration.

TEM 22 B ) DOE s an s SRR R TRl L EMESRIE 25 R

ITIiER: R TR L) EMRTEEREN AN T GHEE
https://www.fda.gov/Food/GuidanceRequlation/GuidanceDocumentsRegulatorylnformation/ucm
331957.htm

TR EATA: & L) JEMRE GELRD BTk
https://www.fda.gov/Food/GuidanceRequlation/GuidanceDocumentsRegulatorylnformation/ucm
331959.htm

KT IXESRELZE L, B AP A F8r SCHAE WA &8, siEH 1-800-216-
7331 B 240-247-8804 B & HiL T M 4HE furls@fda-gov-ik &2 FURLS S FFd0r


https://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/default.htm
http://www.fda.gov/food/guidanceregulation/fsma/ucm247559.htm%23registration
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm331957.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm331957.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm331959.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm331959.htm
guazhi
删划线
邮箱号更新为：us-fda-cno@fda.hhs.gov （FDA驻华办）




