Food and Drug Administration, HHS

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
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. AIll records re-

quired by this part and all plans and
procedures required by this part shall
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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).

(f) Records maintained on computers.
The maintenance of records on comput-
ers is acceptable, provided that appro-
priate controls are implemented to en-
sure the integrity of the electronic
data and signhatures.

§123.10 Training.

At a minimum, the following func-
tions shall be performed by an individ-
ual 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 curricu-
lum recognized as adequate by the U.S.
Food and Drug Administration or who
is otherwise qualified through job expe-
rience to perform these functions. Job
experience will qualify an individual to
perform these functions if it has pro-
vided knowledge at least equivalent 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
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