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chemical, physical, and biological con-
taminants;

(6) Proper labeling, storage, and use
of toxic compounds;

(7) Control of employee health condi-
tions that could result in the micro-
biological contamination of food, food
packaging materials, and food contact
surfaces; and

(8) Exclusion of pests from the food
plant.

The processor shall correct in a time-
ly manner, those conditions and prac-
tices that are not met.

(c) Sanitation control records. Each
processor shall maintain sanitation
control records that, at a minimum,
document the monitoring and correc-
tions prescribed by paragraph (b) of
this section. These records are subject
to the requirements of § 123.9.

(d) Relationship to HACCP plan. Sani-
tation controls may be included in the
HACCP plan, required by § 123.6(b).
However, to the extent that they are
monitored in accordance with para-
graph (b) of this section they need not
be included in the HACCP plan, and
vice versa.

§ 123.12 Special requirements for im-
ported products.

This section sets forth specific re-
quirements for imported fish and fish-
ery products.

(a) Importer verification. Every im-
porter of fish or fishery products shall
either:

(1) Obtain the fish or fishery product
from a country that has an active
memorandum of understanding (MOU)
or similar agreement with the Food
and Drug Administration, that covers
the fish or fishery product and docu-
ments the equivalency or compliance
of the inspection system of the foreign
country with the U.S. system, accu-
rately reflects the current situation be-
tween the signing parties, and is func-
tioning and enforceable in its entirety;
or

(2) Have and implement written
verification procedures for ensuring
that the fish and fishery products that
they offer for import into the United
States were processed in accordance
with the requirements of this part. The
procedures shall list at a minimum:

(i) Product specifications that are de-
signed to ensure that the product is not
adulterated under section 402 of the
Federal Food, Drug, and Cosmetic Act
because it may be injurious to health
or have been processed under insani-
tary conditions, and,

(ii) Affirmative steps that may in-
clude any of the following:

(A) Obtaining from the foreign proc-
essor the HACCP and sanitation moni-
toring records required by this part
that relate to the specific lot of fish or
fishery products being offered for im-
port;

(B) Obtaining either a continuing or
lot-by-lot certificate from an appro-
priate foreign government inspection
authority or competent third party
certifying that the imported fish or
fishery product is or was processed in
accordance with the requirements of
this part;

(C) Regularly inspecting the foreign
processor’s facilities to ensure that the
imported fish or fishery product is
being processed in accordance with the
requirements of this part;

(D) Maintaining on file a copy, in
English, of the foreign processor’s
HACCP plan, and a written guarantee
from the foreign processor that the im-
ported fish or fishery product is proc-
essed in accordance with the require-
ments of the part;

(E) Periodically testing the imported
fish or fishery product, and maintain-
ing on file a copy, in English, of a writ-
ten guarantee from the foreign proc-
essor that the imported fish or fishery
product is processed in accordance with
the requirements of this part or,

(F) Other such verification measures
as appropriate that provide an equiva-
lent level of assurance of compliance
with the requirements of this part.

(b) Competent third party. An importer
may hire a competent third party to
assist with or perform any or all of the
verification activities specified in para-
graph (a)(2) of this section, including
writing the importer’s verification pro-
cedures on the importer’s behalf.

(c) Records. The importer shall main-
tain records, in English, that document
the performance and results of the af-
firmative steps specified in paragraph
(a)(2)(ii) of this section. These records
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shall be subject to the applicable provi-
sions of § 123.9.

(d) Determination of compliance. There
must be evidence that all fish and fish-
ery products offered for entry into the
United States have been processed
under conditions that comply with this
part. If assurances do not exist that the
imported fish or fishery product has
been processed under conditions that
are equivalent to those required of do-
mestic processors under this part, the
product will appear to be adulterated
and will be denied entry.

Subpart B—Smoked and Smoke-
Flavored Fishery Products

§ 123.15 General.
This subpart augments subpart A of

this part by setting forth specific re-
quirements for processing smoked and
smoke-flavored fishery products.

§ 123.16 Process controls.
In order to meet the requirements of

subpart A of this part, processors of
smoked and smoke-flavored fishery
products, except those subject to the
requirements of part 113 or 114 of this
chapter, shall include in their HACCP
plans how they are controlling the food
safety hazard associated with the for-
mation of toxin by Clostridium botu-
linum for at least as long as the shelf
life of the product under normal and
moderate abuse conditions.

Subpart C—Raw Molluscan
Shellfish

§ 123.20 General.
This subpart augments subpart A of

this part by setting forth specific re-
quirements for processing fresh or fro-
zen molluscan shellfish, where such
processing does not include a treat-
ment that ensures the destruction of
vegetative cells of microorganisms of
public health concern.

§ 123.28 Source controls.
(a) In order to meet the requirements

of subpart A of this part as they apply
to microbiological contamination,
chemical contamination, natural tox-
ins, and related food safety hazards,
processors shall include in their

HACCP plans how they are controlling
the origin of the molluscan shellfish
they process to ensure that the condi-
tions of paragraphs (b), (c), and (d) of
this section are met.

(b) Processors shall only process
molluscan shellfish harvested from
growing waters approved for harvesting
by a shellfish control authority. In the
case of molluscan shellfish harvested
from U.S. Federal waters, the require-
ments of this paragraph will be met so
long as the shellfish have not been har-
vested from waters that have been
closed to harvesting by an agency of
the Federal government.

(c) To meet the requirements of para-
graph (b) of this section, processors
who receive shellstock shall accept
only shellstock from a harvester that
is in compliance with such licensure
requirements as may apply to the har-
vesting of molluscan shellfish or from
a processor that is certified by a shell-
fish control authority, and that has a
tag affixed to each container of
shellstock. The tag shall bear, at a
minimum, the information required in
§ 1240.60(b) of this chapter. In place of
the tag, bulk shellstock shipments may
be accompanied by a bill of lading or
similar shipping document that con-
tains the information required in
§ 1240.60(b) of this chapter. Processors
shall maintain records that document
that all shellstock have met the re-
quirements of this section. These
records shall document:

(1) The date of harvest;
(2) The location of harvest by State

and site;
(3) The quantity and type of shellfish;
(4) The date of receipt by the proc-

essor; and
(5) The name of the harvester, the

name or registration number of the
harvester’s vessel, or an identification
number issued to the harvester by the
shellfish control authority.

(d) To meet the requirements of para-
graph (b) of this section, processors
who receive shucked molluscan shell-
fish shall accept only containers of
shucked molluscan shellfish that bear
a label that complies with § 1240.60(c) of
this chapter. Processors shall maintain
records that document that all shucked
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