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Food and Drug Administration, HHS

the administrative record of the hear-
ing specified in §§16.80(a)(1), (a)(2),
(a)(3), and (a)(b), and 1.403(i) constitutes
the exclusive record for the presiding
officer’s final decision on an adminis-
trative detention. For purposes of judi-
cial review under §10.45 of this chapter,
the record of the administrative pro-
ceeding consists of the record of the
hearing and the presiding officer’s final
decision.

[69 FR 31701, June 4, 2004, as amended at 82
FR 14144, Mar. 17, 2017; 85 FR 16550, Mar. 24,
2020]

§1.404 Who serves as the presiding of-
ficer for an appeal and for an infor-
mal hearing?

The presiding officer for an appeal,
and for an informal hearing, must be
an Office of Regulatory Affairs Pro-
gram Director or another FDA official
senior to an FDA Division Director.

[85 FR 16550, Mar. 24, 2020]

§1.405 When does FDA have to issue a
decision on an appeal?

(a) The presiding officer must issue a
written report that includes a proposed
decision confirming or revoking the de-
tention by noon on the fifth calendar
day after the appeal is filed; after your
4 hour opportunity for submitting com-
ments under §1.403(h), the presiding of-
ficer must issue a final decision within
the 5-calendar day period after the ap-
peal is filed. If FDA either fails to pro-
vide you with an opportunity to re-
quest an informal hearing, or fails to
confirm or terminate the detention
order within the 5-calendar day period,
the detention order is deemed termi-
nated.

(b) If you appeal the detention order,
but do not request an informal hearing,
the presiding officer must issue a deci-
sion on the appeal confirming or revok-
ing the detention within 5 calendar
days after the date the appeal is filed.
If the presiding officer fails to confirm
or terminate the detention order dur-
ing such 5-calendar day period, the de-
tention order is deemed terminated.

(c) If you appeal the detention order
and request an informal hearing and
your hearing request is denied, the pre-
siding officer must issue a decision on
the appeal confirming or revoking the
detention within 5 calendar days after
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the date the appeal is filed. If the pre-
siding officer fails to confirm or termi-
nate the detention order during such 5-
calendar day period, the detention
order is deemed terminated.

(d) If the presiding officer confirms a
detention order, the article of food con-
tinues to be detained until we termi-
nate the detention under §1.384 or the
detention period expires under §1.379,
whichever occurs first.

(e) If the presiding officer terminates
a detention order, or the detention pe-
riod expires, FDA must terminate the
detention order as specified under
§1.384.

(f) Confirmation of a detention order
by the presiding officer is considered a
final agency action for purposes of 5
U.S.C. 702.

§1.406 How will FDA handle classified
information in an informal hearing?

Where the credible evidence or infor-
mation supporting the detention order
is classified under the applicable Exec-
utive order as requiring protection
from unauthorized disclosure in the in-
terest of national security (‘‘classified
information’’), FDA will not provide
you with this information. The pre-
siding officer will give you notice of
the general nature of the information
and an opportunity to offer opposing
evidence or information, if he or she
may do so consistently with safe-
guarding the information and its
source. If classified information was
used to support the detention, then any
confirmation of such detention will
state whether it is based in whole or in
part on that classified information.

Subpart L—Foreign Supplier
Verification Programs for Food
Importers

SOURCE: 80 FR 74340, Nov. 27, 2015, unless
otherwise noted.

§1.500 What definitions apply to this
subpart?

The following definitions apply to
words and phrases as they are used in
this subpart. Other definitions of these
terms may apply when they are used in
other subparts of this part.

Adequate means that which is needed
to accomplish the intended purpose in
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keeping with good public health prac-
tice.

Audit means the systematic, inde-
pendent, and documented examination
(through observation, investigation,
discussions with employees of the au-
dited entity, records review, and, as ap-
propriate, sampling and laboratory
analysis) to assess an audited entity’s
food safety processes and procedures.

Dietary supplement has the meaning
given in section 201(ff) of the Federal
Food, Drug, and Cosmetic Act.

Dietary supplement component means
any substance intended for use in the
manufacture of a dietary supplement,
including those that may not appear in
the finished batch of the dietary sup-
plement. Dietary supplement compo-
nents include dietary ingredients (as
described in section 201(ff) of the Fed-
eral Food, Drug, and Cosmetic Act) and
other ingredients.

Environmental pathogen means a
pathogen capable of surviving and per-
sisting within the manufacturing, proc-
essing, packing, or holding environ-
ment such that food may be contami-
nated and may result in foodborne ill-
ness if that food is consumed without
treatment to significantly minimize
the environmental pathogen. Examples
of environmental pathogens for the
purposes of this part include Listeria
monocytogenes and Salmonella spp. but
do not include the spores of pathogenic
sporeforming bacteria.

Facility means a domestic facility or
a foreign facility that is required to
register under section 415 of the Fed-
eral Food, Drug, and Cosmetic Act, in
accordance with the requirements of
subpart H of this part.

Farm means farm as defined in §1.227.

Farm mized-type facility means an es-
tablishment that is a farm but that
also conducts activities outside the
farm definition that require the estab-
lishment to be registered under section
415 of the Federal Food, Drug, and Cos-
metic Act.

Food has the meaning given in sec-
tion 201(f) of the Federal Food, Drug,
and Cosmetic Act, except that food
does not include pesticides (as defined
in 7 U.S.C. 136(n)).

Food allergen means a major food al-
lergen as defined in section 201(qq) of
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the Federal Food, Drug, and Cosmetic
Act.

Foreign supplier means, for an article
of food, the establishment that manu-
factures/processes the food, raises the
animal, or grows the food that is ex-
ported to the United States without
further manufacturing/processing by
another establishment, except for fur-
ther manufacturing/processing that
consists solely of the addition of label-
ing or any similar activity of a de
minimis nature.

Good compliance standing with a for-
eign food safety authority means that
the foreign supplier—

(1) Appears on the current version of
a list, issued by the food safety author-
ity of the country in which the foreign
supplier is located and which has regu-
latory oversight of the supplier, of food
producers that are in good compliance
standing with the food safety author-
ity; or

(2) Has otherwise been designated by
such food safety authority as being in
good compliance standing.

Harvesting applies to applies to farms
and farm mixed-type facilities and
means activities that are traditionally
performed on farms for the purpose of
removing raw agricultural commod-
ities from the place they were grown or
raised and preparing them for use as
food. Harvesting is limited to activities
performed on raw agricultural com-
modities, or on processed foods created
by drying/dehydrating a raw agricul-
tural commodity without additional
manufacturing/processing, on a farm.
Harvesting does not include activities
that transform a raw agricultural com-
modity into a processed food as defined
in section 201(gg) of the Federal Food,
Drug, and Cosmetic Act. Examples of
harvesting include cutting (or other-
wise separating) the edible portion of
the raw agricultural commodity from
the crop plant and removing or trim-
ming part of the raw agricultural com-
modity (e.g., foliage, husks, roots, or
stems). Examples of harvesting also in-
clude cooling, field coring, filtering,
gathering, hulling, shelling, sifting,
threshing, trimming of outer leaves of,
and washing raw agricultural commod-
ities grown on a farm.
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Hazard means any biological, chem-
ical (including radiological), or phys-
ical agent that is reasonably likely to
cause illness or injury.

Hazard requiring a control means a
known or reasonably foreseeable haz-
ard for which a person knowledgeable
about the safe manufacturing, proc-
essing, packing, or holding of food
would, based on the outcome of a haz-
ard analysis (which includes an assess-
ment of the probability that the hazard
will occur in the absence of controls or
measures and the severity of the illness
or injury if the hazard were to occur),
establish one or more controls or meas-
ures to significantly minimize or pre-
vent the hazard in a food and compo-
nents to manage those controls or
measures (such as monitoring, correc-
tions or corrective actions,
verification, and records) as appro-
priate to the food, the facility, and the
nature of the control or measure and
its role in the facility’s food safety sys-
tem.

Holding means storage of food and
also includes activities performed inci-
dental to storage of a food (e.g., activi-
ties performed for the safe or effective
storage of that food, such as fumigat-
ing food during storage, and drying/de-
hydrating raw agricultural commod-
ities when the drying/dehydrating does
not create a distinct commodity (such
as drying/dehydrating hay or alfalfa)).
Holding also includes activities per-
formed as a practical necessity for the
distribution of that food (such as
blending of the same raw agricultural
commodity and breaking down pallets),
but does not include activities that
transform a raw agricultural com-
modity into a processed food as defined
in section 201(gg) of the Federal Food,
Drug, and Cosmetic Act. Holding facili-
ties could include warehouses, cold
storage facilities, storage silos, grain
elevators, and liquid storage tanks.

Importer means the U.S. owner or
consignee of an article of food that is
being offered for import into the
United States. If there is no U.S. owner
or consignee of an article of food at the
time of U.S. entry, the importer is the
U.S. agent or representative of the for-
eign owner or consignee at the time of
entry, as confirmed in a signed state-
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ment of consent to serve as the im-
porter under this subpart.

Known or reasonably foreseeable haz-
ard means a biological, chemical (in-
cluding radiological), or physical haz-
ard that is known to be, or has the po-
tential to be, associated with a food or
the facility in which it is manufac-
tured/processed.

Lot means the food produced during a
period of time and identified by an es-
tablishment’s specific code.

Manufacturing/processing means mak-
ing food from one or more ingredients,
or synthesizing, preparing, treating,
modifying, or manipulating food, in-
cluding food crops or ingredients. Ex-
amples of manufacturing/processing ac-
tivities include: Baking, boiling, bot-
tling, canning, cooking, cooling, cut-
ting, distilling, drying/dehydrating raw
agricultural commodities to create a
distinct commodity (such as drying/de-
hydrating grapes to produce raisins),
evaporating, eviscerating, extracting
juice, extruding (of animal food), for-
mulating, freezing, grinding, homog-
enizing, irradiating, labeling, milling,
mixing, packaging (including modified
atmosphere packaging), pasteurizing,
peeling, pelleting (of animal food), ren-
dering, treating to manipulate rip-
ening, trimming, washing, or waxing.
For farms and farm mixed-type facili-
ties, manufacturing/processing does
not include activities that are part of
harvesting, packing, or holding.

Microorganisms means yeasts, molds,
bacteria, viruses, protozoa, and micro-
scopic parasites and includes species
that are pathogens.

Packing means placing food into a
container other than packaging the
food and also includes re-packing and
activities performed incidental to
packing or re-packing a food (e.g., ac-
tivities performed for the safe or effec-
tive packing or re-packing of that food
(such as sorting, culling, grading, and
weighing or conveying incidental to
packing or re-packing)), but does not
include activities that transform a raw
agricultural commodity into a proc-
essed food as defined in section 201(gg)
of the Federal Food, Drug, and Cos-
metic Act.

Pathogen means a microorganism of
public health significance.
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Qualified auditor means a person who
is a qualified individual as defined in
this section and has technical expertise
obtained through education, training,
or experience (or a combination there-
of) necessary to perform the auditing
function as required by §1.506(e)(1)(i) or
§1.511(c)(5)(i1)(A). Examples of potential
qualified auditors include:

(1) A government employee, includ-
ing a foreign government employee;
and

(2) An audit agent of a certification
body that is accredited in accordance
with subpart M of this part.

Qualified individual means a person
who has the education, training, or ex-
perience (or a combination thereof)
necessary to perform an activity re-
quired under this subpart, and can read
and understand the language of any
records that the person must review in
performing this activity. A qualified
individual may be, but is not required
to be, an employee of the importer. A
government employee, including a for-
eign government employee, may be a
qualified individual.

Raw agricultural commodity has the
meaning given in section 201(r) of the
Federal Food, Drug, and Cosmetic Act.

Ready-to-eat food (RTE food) means
any food that is normally eaten in its
raw state or any food, including a proc-
essed food, for which it is reasonably
foreseeable that the food will be eaten
without further processing that would
significantly minimize biological haz-
ards.

Receiving facility means a facility
that is subject to subparts C and G of
part 117 of this chapter, or subparts C
and E of part 507 of this chapter, and
that manufactures/processes a raw ma-
terial or other ingredient that it re-
ceives from a supplier.

U.S. owner or consignee means the
person in the United States who, at the
time of U.S. entry, either owns the
food, has purchased the food, or has
agreed in writing to purchase the food.

Very small importer means:

(1) With respect to the importation of
human food, an importer (including
any subsidiaries and affiliates) aver-
aging less than $1 million per year, ad-
justed for inflation, during the 3-year
period preceding the applicable cal-
endar year, in sales of human food
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combined with the U.S. market value
of human food imported, manufac-
tured, processed, packed, or held with-
out sale (e.g., imported for a fee); and

(2) With respect to the importation of
animal food, an importer (including
any subsidiaries and affiliates) aver-
aging less than $2.5 million per year,
adjusted for inflation, during the 3-
year period preceding the applicable
calendar year, in sales of animal food
combined with the U.S. market value
of animal food imported, manufac-
tured, processed, packed, or held with-
out sale (e.g., imported for a fee).

You means a person who is subject to
some or all of the requirements in this
subpart.

[80 FR 74340, Nov. 27, 2015, as amended at 81
FR 25327, Apr. 28, 2016]

§1.501 To what foods do the require-
ments in this subpart apply?

(a) General. Except as specified other-
wise in this section, the requirements
in this subpart apply to all food im-
ported or offered for import into the
United States and to the importers of
such food.

(b) Exemptions for juice and seafood—
(1) Importers of certain juice and seafood
products. This subpart does not apply
with respect to juice, fish, and fishery
products that are imported from a for-
eign supplier that is required to com-
ply with, and is in compliance with,
the requirements in part 120 or part 123
of this chapter. If you import juice or
fish and fishery products that are sub-
ject to part 120 or part 123, respec-
tively, you must comply with the re-
quirements applicable to importers of
those products under §120.14 or §123.12
of this chapter, respectively.

(2) Certain importers of juice or seafood
raw materials or other ingredients subject
to part 120 or part 123 of this chapter.
This subpart does not apply with re-
spect to any raw materials or other in-
gredients that you import and use in
manufacturing or processing juice sub-
ject to part 120 or fish and fishery prod-
ucts subject to part 123, provided that
you are in compliance with the require-
ments in part 120 or part 123 with re-
spect to the juice or fish or fishery
product that you manufacture or proc-
ess from the imported raw materials or
other ingredients.
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