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Guidance for Industry: Questions and
Answers Regarding Food Facility
Registration ( Sixth Edition)

Contains Nonbinding Recommendations

You may submit written comments regarding this guidance at any time. Submit
comments on the guidance to the Division of Dockets Management ( HFA-305) ,
Food and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville,
MD 20852. Submit electronic comments to http; //www. regulations. gov. All
comments should be identified with the docket number listed in the notification

that publishes in the Federal Register.

U. S. Department of Health and Human Services Food and Drug
Administration Office of Foods and Veterinary Medicine Center
for Food Safety and Applied Nutrition Center for Veterinary
Medicine Office of Regulatory Affairs

November 2014



1T -
XTRmEWFEM (56 k) RIEEF

BETRARIMEIW

fa] DTl %48 p R A B VIS . RIS A 2 8 5 2 B
TR R R R4S M (HFA-305), Hihk % 5630 Fishers Lane, rm. 1061,
Rockville, MD 20852, i FiFigiF4#5C % hip: //www. regulations. gov, Fff
ARIFEARES (BRHRAH) a3 i SR 5 AE CEK

EEDERAEREE
ERARKEEER
BEmMEBBHLE
ARREMEATRH L
BERZINMBEEEHINE

2014 £11 B



N K (iRl i

Table of Contents

I. Introduction
II. Questions and Answers

A. Amendments to Section 415 of the FD&C Act Made by Section 102
of FSMA

B. Who Must Register?

Who is Exempt from Registration?

. Definitions

What Information is Required in the Registration?
What Optional Items are Included in the Registration?

. How and When Do You Update Your Facility’s Registration Information?

T 0 mom Y0

. How and When Do You Cancel Your Facility’s Registration Information?

P
.

What Other Registration Requirements Apply?

J. What are the Consequences of Failing to Register, Renew, Update, or

Cancel Your Registration?
K. What Does Assignment of a Registration Number Mean?
L. Is Food Registration Information Available to the Public?

M. General Registration Questions



01 ks : XTSIl EN (6 M) Mm% (b3 M)

B R

[. 48
I. @&
A (BEREZ2IMRMAER) 5102 33 (B, St fiks)
55 415 AR BBIT
B. HE2 0
C. HER] LA v
D. & X
E. FEM7EBRLEER
F. b A o e w] 36 05 H
G. o] Bk B an fay B3 4 b Ve HE R
H. fay ik B finfe] o 8 4ol EEAHE B
L3 R At i FH A A 25K
Jo M. SRR, SRR TR I R SR
K. {4 5 57 AT
L &SERMEE RS X ARAFF
M. S A ) 2



Ny (b ol MR

Guidance for Industry: Questions and Answers Regarding Food
Facility Registration ( Sixth Edition)

This guidance represents the Food and Drug Administration’s ( FDA’s) current
thinking on this topic. It does not create or confer any rights for or on any person
and does not operate to bind FDA or the public. You can use an alternative
approach if the approach satisfies the requirements of the applicable statutes and
regulations. If you want to discuss an alternative approach, contact the FDA staff
responsible for implementing this guidance. If you cannot identify the appropriate

FDA staff, call the telephone number listed on the title page of this guidance.
I. INTRODUCTION

On October 10, 2003, FDA issued an interim final rule to implement amendments to
the Federal Food, Drug, and Cosmetic Act ( FD&C Act) made by the Public
Health Security and Bioterrorism Preparedness and Response Act of 2002
( Bioterrorism Act) (Pub. L. 107 —188 ). Section 415 of the FD&C Act (21
U. S. C. 350d) 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 by December 12, 2003. This guidance was developed to answer frequently
asked questions relating to the registration requirements of section 415.

The FDA Food Safety Modernization Act ( FSMA) (Pub. L. 111 -=353), enacted
on January 4, 2011, amended the food facility registration requirements in section
415 of the FD&C Act.

The first edition of this document was issued as Level 2 guidance pursuant to 21
CFR 10. 115 and was made available on FDA’s website on December 4, 2003. The
second, third, fourth, and fifth editions of this document were issued as Level 1
guidance documents pursuant to 21 CFR 10. 115 and were made available on
FDA’s website on January 12, 2004, February 17, 2004, August 2004, and
December 2012, respectively. This revision ( Sixth Edition) is being issued as
Level 1 guidance and includes one additional question and answer relating to a
proposed change to the farm definition in the supplemental notice of proposed
rulemaking for preventive controls for human food [ 79 FR 58524 ( Sept.29,
2014) ]. The new question and answer is identified with the date that it was added
to the guidance. This guidance is immediately effective because FDA has

determined that prior public participation is not feasible or appropriate.

il =
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FDA’s guidance documents, including this guidance, do not establish legally
enforceable responsibilities. Instead, guidances describe the Agency’s current
thinking on a topic and should be viewed only as recommendations, unless specific
regulatory or statutory requirements are cited. The use of the word should in Agency

guidances means that something is suggested or recommended, but not required.

II. QUESTIONS AND ANSWERS

A. Amendments to Section 415 of the FD&C Act Made by Section 102
of FSMA

1. General Questions
1.1 Q: What Amendments are in Section 415 of the FD&C Act?
A. FSMA amended section 415 of the FD&C Act as follows:

® Provides authority for FDA to require registration to be submitted in an
electronic format. This authority does not take effect until 5 years from the date of
enactment of FSMA (1. e. , January 4, 2016).

® Requires biennial renewal of food facility registrations.

® Provides for an abbreviated biennial renewal process for facilities without
information changes.

® Requires registrant to include in registration the e-mail address for the
contact person of the facility. Or, for a foreign facility, the registration must
include the e-mail address of the U. S. agent for the facility.

® Provides authority for FDA to determine and identify appropriate additional
food categories to be included in the registration.

® Requires the registration to include an assurance that FDA will be
permitted to inspect the facility.

® Amends the definition of “retail food establishment” .

® Defines “community supported agriculture program” .

Clarifies that the term “consumer” does not include a business.

Provides for FDA to suspend a food facility’s registration.

Provides that food offered for import from a foreign facility with a
suspended registration can be held at the port of arrival.
® Requires FDA to promulgate regulations to implement changes to section

415 regarding suspension of food facility registrations.
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