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provided under paragraph (b)(1) of this
section, you may register by CD-ROM.

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

(ii) These files must be submitted on
a portable document format (PDF) ren-
dition of the registration form (FDA
Form No. 3733) and be accompanied by
one signed copy of the certification
statement that appears on the registra-
tion form.

(iii) BEach submission on the CD-ROM
must contain the same preferred mail-
ing address in the appropriate block on
FDA Form No. 3733.

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

(v) 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.

(vi) You must mail the CD-ROM to
the U.S. Food and Drug Administra-
tion, 5600 Fishers Lane (HFS-681),
Rockville, MD 20857.

(vii) If FDA receives a CD-ROM that
does not comply with these specifica-
tions, it will return the CD-ROM to the
submitter unprocessed.

(viii) FDA will enter CD-ROM sub-
missions that comply with these speci-
fications into its registration system,
along with the complete and legible
mailed and faxed submissions, as soon
as practicable, in the order FDA re-
ceives them.

(ix) For each facility on the CD-
ROM, FDA will mail to the preferred
mailing address a copy of the registra-
tion(s) as entered, confirmation of reg-
istration, and each facility’s assigned
registration number.

(x) If any information you previously
submitted was incorrect at the time of
submission, you must immediately up-
date your facility’s registration. If any
information you previously submitted
that was correct at the time of submis-
sion subsequently changes, you must
update your facility’s registration
within 60 calendar days.

(xi) 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.
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(c) No registration fee is required.

(d) You must submit all registration
information in the English language.
All information must be submitted
using the Latin (Roman) alphabet.

(e) Bach registrant must submit the
following information through one of
the methods described in paragraph (b)
of this section:

(1) The name, full address, and phone
number of the farm; and

(2) The average or usual number of
layers of each house and number of
poultry houses on the farm.

(3) A statement in which the shell
egg producer certifies that the infor-
mation submitted is true and accurate.
If the individual submitting the form is
not the shell egg producer in charge of
the farm, the registration must also in-
clude a statement in which the indi-
vidual certifies that the information
submitted is true and accurate, cer-
tifies that he/she is authorized to sub-
mit registration, and identifies by
name, address, and telephone number,
the individual who authorized submis-
sion of the registration. Each registra-
tion must include the name of the indi-
vidual registering the farm submitting
the registration, and the individual’s
signature (for paper and CD-ROM op-
tions).

(f) Registered egg producers must
submit an update to a registration
within 60-calendar days of any change
to any of the information previously
submitted by any of the means as pro-
vided in §118.11(b).

(g) Registered egg producers must no-
tify FDA within 120 days of ceasing egg
production by completing sections 1b,
1c, and 2 of Form 3733. This notifica-
tion is not required if you are a sea-
sonal egg producer or you temporarily
cease operation due to labor disputes,
fire, natural disasters, or other tem-
porary conditions.

[74 FR 33095, July 9, 2009, as amended at 75
FR 18751, Apr. 13, 2010]

§118.12 Enforcement and compliance.

(a) Authority. This part is established
under authority of the Public Health
Service Act (the PHS Act). Under the
FFDCA, the Food and Drug Adminis-
tration (FDA) can enforce the food
adulteration provisions under 21 U.S.C.
331 through 334 and 342. Under the PHS
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Act (42 U.S.C. 264), FDA has the au-
thority to make and enforce regula-
tions for the control of communicable
diseases. FDA has established the fol-
lowing administrative enforcement
procedures for the diversion or destruc-
tion of shell eggs and for informal
hearings under the PHS Act:

(1) Upon a finding that any shell eggs
have been produced or held in violation
of this part, an authorized FDA rep-
resentative or a State or local rep-
resentative in accordance with para-
graph (c) of this section may order
such eggs to be diverted, under the su-
pervision of said representative, for
processing in accordance with the Egg
Products Inspection Act (EPIA) (21
U.S.C. 1031 et seq.) or by a treatment
that achieves at least a 5-log destruc-
tion of SE or destroyed by or under the
supervision of an officer or employee of
FDA, or, if applicable, of the State or
locality in accordance with the fol-
lowing procedures:

(1) Order for diversion or destruction
under the PHS Act. Any division office
of FDA or any State or locality acting
under paragraph (c) of this section,
upon finding shell eggs that have been
produced or held in violation of this
part, may serve a written order upon
the person in whose possession the eggs
are found requiring that the eggs be di-
verted, under the supervision of an offi-
cer or employee of the issuing entity,
for processing in accordance with the
EPIA (21 U.S.C. 1031 et seq.) or by a
treatment that achieves at least a 5-log
destruction of SE or destroyed by or
under the supervision of the issuing en-
tity, within 10 working days from the
date of receipt of the order, unless,
under paragraph (a)(2)(iii) of this sec-
tion, a hearing is held, in which case
the eggs must be diverted or destroyed
consistent with the decision of the Of-
fice of Regulatory Affairs Program Di-
rector or another FDA official senior
to an FDA Division Director under
paragraph (a)(2)(v) of this section. The
order must include the following infor-
mation:

(A) A statement that the shell eggs
identified in the order are subject to di-
version for processing in accordance
with the EPIA or by a treatment that
achieves at least a 5-log destruction of
SE or destruction;

§118.12

(B) A detailed description of the facts
that justify the issuance of the order;

(C) The location of the eggs;

(D) A statement that these eggs must
not be sold, distributed, or otherwise
disposed of or moved except as pro-
vided in paragraph (a)(1)(iv) of this sec-
tion;

(BE) Identification or description of
the eggs;

(F) The order number;

(G) The date of the order;

(H) The text of this entire section;

(I) A statement that the order may
be appealed by written appeal or by re-
questing an informal hearing;

(J) The name and phone number of
the person issuing the order; and

(K) The location and telephone num-
ber of the office or agency issuing the
order and the name of its Director.

(ii) Approval of Division Director. An
order, before issuance, must be ap-
proved by FDA’s Division Director. If
prior written approval is not feasible,
prior oral approval must be obtained
and confirmed by written memo-
randum as soon as possible.

(iii) Labeling or marking of shell eggs
under order. An FDA, State, or local
representative issuing an order under
paragraph (a)(1)(i) of this section must
label or mark the shell eggs with offi-
cial tags that include the following in-
formation:

(A) A statement that the shell eggs
are detained in accordance with regula-
tions issued under section 361(a) of the
PHS Act (42 U.S.C. 264(a)).

(B) A statement that the shell eggs
must not be sold, distributed or other-
wise disposed of or moved except, after
notifying the issuing entity in writing,
to:

(I) Divert them for processing in ac-
cordance with the EPIA or by a treat-
ment that achieves at least a 5-log de-
struction of SE or destroy them or

(2) Move them to another location for
holding pending appeal.

(C) A statement that the violation of
the order or the removal or alteration
of the tag is punishable by fine or im-
prisonment or both (section 368 of the
PHS Act (42 U.S.C. 271)).

(D) The order number and the date of
the order, and the name of the govern-
ment representative who issued the
order.
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(iv) Sale or other disposition of shell
eggs under order. After service of the
order, the person in possession of the
shell eggs that are the subject of the
order must not sell, distribute, or oth-
erwise dispose of or move any eggs sub-
ject to the order unless and until re-
ceiving a notice that the order is with-
drawn after an appeal except, after no-
tifying FDA’s division office or, if ap-
plicable, the State or local representa-
tive, in writing, to:

(A) Divert or destroy them as speci-
fied in paragraph (a)(1)(i) of this sec-
tion, or

(B) Move them to another location
for holding pending appeal.

(2) The person on whom the order for
diversion or destruction is served may
either comply with the order or appeal
the order to an Office of Regulatory Af-
fairs Program Director in accordance
with the following procedures:

(i) Appeal of a detention order. Any ap-
peal must be submitted in writing to
FDA’s Division Director in whose divi-
sion the shell eggs are located within 5
working days of the issuance of the
order. If the appeal includes a request
for an informal hearing, the hearing
must be held within 5 working days
after the appeal is filed or, if requested
by the appellant, at a later date, which
must not be later than 20 calendar days
after the issuance of the order. The
order may also be appealed within the
same period of 5 working days by any
other person having an ownership or
proprietary interest in such shell eggs.
The appellant of an order must state
the ownership or proprietary interest
the appellant has in the shell eggs.

(ii) Summary decision. A request for a
hearing may be denied, in whole or in
part and at any time after a request for
a hearing has been submitted, if the Of-
fice of Regulatory Affairs Program Di-
rector or another FDA official senior
to an FDA Division Director deter-
mines that no genuine and substantial
issue of fact has been raised by the ma-
terial submitted in connection with the
hearing or from matters officially no-
ticed. If the presiding FDA official de-
termines that a hearing is not justi-
fied, written notice of the determina-
tion will be given to the parties ex-
plaining the reason for denial.

21 CFR Ch. | (4-1-23 Edition)

(iii) Informal hearing. Appearance by
any appellant at the hearing may be by
mail or in person, with or without
counsel. The informal hearing must be
conducted by the Office of Regulatory
Affairs Program Director or another
FDA official senior to an FDA Division
Director, and a written summary of the
proceedings must be prepared by the
presiding FDA official.

(A) The presiding FDA official may
direct that the hearing be conducted in
any suitable manner permitted by law
and by this section. The presiding FDA
official has the power to take such ac-
tions and make such rulings as are nec-
essary or appropriate to maintain
order and to conduct an informal, fair,
expeditious, and impartial hearing, and
to enforce the requirements concerning
the conduct of hearings.

(B) Employees of FDA will first give
a full and complete statement of the
action that is the subject of the hear-
ing, together with the information and
reasons supporting it, and may present
oral or written information relevant to
the hearing. The party requesting the
hearing may then present oral or writ-
ten information relevant to the hear-
ing. All parties may conduct reason-
able examination of any person (except
for the presiding officer and counsel for
the parties) who makes any statement
on the matter at the hearing.

(C) The hearing shall be informal in
nature, and the rules of evidence do not
apply. No motions or objections relat-
ing to the admissibility of information
and views will be made or considered,
but any party may comment upon or
rebut any information and views pre-
sented by another party.

(D) The party requesting the hearing
may have the hearing transcribed, at
the party’s expense, in which case a
copy of the transcript is to be fur-
nished to FDA. Any transcript of the
hearing will be included with the pre-
siding FDA official’s report of the hear-
ing.

(E) The presiding FDA official must
prepare a written report of the hearing.
All written material presented at the
hearing will be attached to the report.
Whenever time permits, the presiding
FDA official may give the parties the
opportunity to review and comment on
the report of the hearing.
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(F) The presiding FDA official must
include as part of the report of the
hearing a finding on the credibility of
witnesses (other than expert witnesses)
whenever credibility is a material
issue, and must include a recommended
decision, with a statement of reasons.

(iv) Written appeal. If the appellant
appeals the detention order but does
not request a hearing, the presiding
FDA official must render a decision on
the appeal affirming or revoking the
detention order within 5-working days
after the receipt of the appeal.

(v) Presiding FDA official’s decision. If,
based on the evidence presented at the
hearing or by the appellant in a writ-
ten appeal, the presiding FDA official
finds that the shell eggs were produced
or held in violation of this section, he
must affirm the order that they be di-
verted, under the supervision of an offi-
cer or employee of FDA for processing
under the EPIA or by a treatment that
achieves at least a 5-log destruction of
SE or destroyed by or under the super-
vision of an officer or employee of
FDA; otherwise, the presiding FDA of-
ficial must issue a written notice that
the prior order is withdrawn. If the pre-
siding FDA official affirms the order,
he must order that the diversion or de-
struction be accomplished within 10-
working days from the date of the
issuance of his decision. The presiding
FDA official’s decision must be accom-
panied by a statement of the reasons
for the decision. The decision of the
presiding FDA official constitutes final
agency action, subject to judicial re-
view.

(vi) No appeal. If there is no appeal of
the order and the person in possession
of the shell eggs that are subject to the
order fails to divert or destroy them
within 10 working days, or if the de-
mand is affirmed by the presiding FDA
official after an appeal and the person
in possession of such eggs fails to di-
vert or destroy them within 10 working
days, FDA’s division office or, if appli-
cable, the State or local representative
may designate an officer or employee
to divert or destroy such eggs. It shall
be unlawful to prevent or to attempt to
prevent such diversion or destruction
of the shell eggs by the designated offi-
cer or employee.

§118.12

(b) Inspection. Persons engaged in
production of shell eggs must permit
authorized representatives of FDA to
make, at any reasonable time, an in-
spection of the egg production estab-
lishment in which shell eggs are being
produced. Such inspection includes the
inspection and sampling of shell eggs
and the environment, the equipment
related to production of shell eggs, the
equipment in which shell eggs are held,
and examination and copying of any
records relating to such equipment or
eggs, as may be necessary in the judg-
ment of such representatives to deter-
mine compliance with the provisions of
this section. Inspections may be made
with or without notice and will ordi-
narily be made during regular business
hours.

(c) State and local cooperation. Under
sections 311 and 361 of the Public
Health Service Act, any State or local-
ity that is willing and able to assist
the agency in the enforcement of
§§118.4 through 118.10, and is authorized
to inspect or regulate egg production
establishments, may, in its own juris-
diction, enforce §§118.4 through 118.10
through inspections under paragraph
(b) of this section and through adminis-
trative enforcement remedies specified
in paragraph (a) of this section unless
FDA notifies the State or locality in
writing that such assistance is no
longer needed. A state or locality may
substitute, where necessary, appro-
priate State or local officials for des-
ignated FDA officials in this section.
When providing assistance under para-
graph (a) of this section, a State or lo-
cality may follow the hearing proce-
dures set out in paragraphs (a)(2)(iii)
through (a)(2)(v) of this section, or may
utilize comparable State or local hear-
ing procedures if such procedures sat-
isfy due process.

(d) Preemption. No State or local gov-
erning entity shall establish, or con-
tinue in effect any law, rule, regula-
tion, or other requirement regarding
prevention of SE in shell eggs during
production, storage, or transportation
that is less stringent than those re-
quired by this part.

[74 FR 33095, July 9, 2009, as amended at 82
FR 14146, Mar. 17, 2017; 85 FR 16554, Mar. 24,
2020]
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