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§123.9

to ensure that the records are com-
plete, and that these activities oc-
curred in accordance with the proc-
essor’s written procedures. These re-
views shall occur within a reasonable
time after the records are made.

(b) Corrective actions. Processors shall
immediately follow the procedures in
§123.7 whenever any verification proce-
dure, including the review of a con-
sumer complaint, reveals the need to
take a corrective action.

(c) Reassessment of the hazard analysis.
Whenever a processor does not have a
HACCP plan because a hazard analysis
has revealed no food safety hazards
that are reasonably likely to occur, the
processor shall reassess the adequacy
of that hazard analysis whenever there
are any changes that could reasonably
affect whether a food safety hazard
now exists. Such changes may include,
but are not limited to changes in: Raw
materials or source of raw materials,
product formulation, processing meth-
ods or systems, finished product dis-
tribution systems, or the intended use
or consumers of the finished product.
The reassessment shall be performed
by an individual or individuals who
have been trained in accordance with
§123.10.

(d) Recordkeeping. The calibration of
process-monitoring instruments, and
the performing of any periodic end-
product and in-process testing, in ac-
cordance with paragraphs (a)(2)(ii)
through (iii) of this section shall be
documented in records that are subject
to the recordkeeping requirements of
§123.9.

§123.9 Records.

(a) General requirements. All records
required by this part shall include:

(1) The name and location of the
processor or importer;

(2) The date and time of the activity
that the record reflects;

(3) The signature or initials of the
person performing the operation; and

(4) Where appropriate, the identity of
the product and the production code, if
any. Processing and other information
shall be entered on records at the time
that it is observed.

(b) Record retention. (1) All records re-
quired by this part shall be retained at
the processing facility or importer’s
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place of business in the United States
for at least 1 year after the date they
were prepared in the case of refrig-
erated products and for at least 2 years
after the date they were prepared in
the case of frozen, preserved, or shelf-
stable products.

(2) Records that relate to the general
adequacy of equipment or processes
being used by a processor, including
the results of scientific studies and
evaluations, shall be retained at the
processing facility or the importer’s
place of business in the United States
for at least 2 years after their applica-
bility to the product being produced at
the facility.

(3) If the processing facility is closed
for a prolonged period between sea-
sonal packs, or if record storage capac-
ity is limited on a processing vessel or
at a remote processing site, the records
may be transferred to some other rea-
sonably accessible location at the end
of the seasonal pack but shall be imme-
diately returned for official review
upon demand.

(c) Official review. All records re-
quired by this part and all plans and
procedures required by this part shall
be available for official review and
copying at reasonable times.

(d) Public disclosure. (1) Subject to the
limitations in paragraph (d)(2) of this
section, all plans and records required
by this part are not available for public
disclosure unless they have been pre-
viously disclosed to the public as de-
fined in §20.81 of this chapter or they
relate to a product or ingredient that
has been abandoned and they no longer
represent a trade secret or confidential
commercial or financial information as
defined in §20.61 of this chapter.

(2) However, these records and plans
may be subject to disclosure to the ex-
tent that they are otherwise publicly
available, or that disclosure could not
reasonably be expected to cause a com-
petitive hardship, such as generic-type
HACCP plans that reflect standard in-
dustry practices.

(e) Tags. Tags as defined in §123.3(t)
are not subject to the requirements of
this section unless they are used to ful-
fill the requirements of §123.28(c).
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(f) Records maintained on computers.
The maintenance of records on com-
puters is acceptable, provided that ap-
propriate controls are implemented to
ensure the integrity of the electronic
data and signatures.

§123.10 Training.

At a minimum, the following func-
tions shall be performed by an indi-
vidual who has successfully completed
training in the application of HACCP
principles to fish and fishery product
processing at least equivalent to that
received under standardized cur-
riculum recognized as adequate by the
U.S. Food and Drug Administration or
who is otherwise qualified through job
experience to perform these functions.
Job experience will qualify an indi-
vidual to perform these functions if it
has provided knowledge at least equiv-
alent to that provided through the
standardized curriculum.

(a) Developing a HACCP plan, which
could include adapting a model or ge-
neric-type HACCP plan, that is appro-
priate for a specific processor, in order
to meet the requirements of §123.6(b);

(b) Reassessing and modifying the
HACCP plan in accordance with the
corrective action procedures specified
in §123.7(c)(b), the HACCP plan in ac-
cordance with the verification activi-
ties specified in §123.8(a)(1), and the
hazard analysis in accordance with the
verification activities specified in
§123.8(c); and

(c) Performing the record review re-
quired by §123.8(a)(3); The trained indi-
vidual need not be an employee of the
processor.

§123.11 Sanitation control procedures.

(a) Sanitation SOP. Each processor
should have and implement a written
sanitation standard operating proce-
dure (herein referred to as SSOP) or
similar document that is specific to
each location where fish and fishery
products are produced. The SSOP
should specify how the processor will
meet those sanitation conditions and
practices that are to be monitored in
accordance with paragraph (b) of this
section.

(b) Sanitation monitoring. Each proc-
essor shall monitor the conditions and
practices during processing with suffi-

§123.11

cient frequency to ensure, at a min-
imum, conformance with those condi-
tions and practices specified in part 110
of this chapter that are both appro-
priate to the plant and the food being
processed and relate to the following:

(1) Safety of the water that comes
into contact with food or food contact
surfaces, or is used in the manufacture
of ice;

(2) Condition and cleanliness of food
contact surfaces, including utensils,
gloves, and outer garments;

(3) Prevention of cross-contamina-
tion from insanitary objects to food,
food packaging material, and other
food contact surfaces, including uten-
sils, gloves, and outer garments, and
from raw product to cooked product;

(4) Maintenance of hand washing,
hand sanitizing, and toilet facilities;

(5) Protection of food, food packaging
material, and food contact surfaces
from adulteration with lubricants, fuel,
pesticides, cleaning compounds, sani-
tizing agents, condensate, and other
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.
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