§417.5

in accordance with §417.7 of this part.
The HACCP plan shall be modified im-
mediately whenever a reassessment re-
veals that the plan no longer meets the
requirements of §417.2(c) of this part.
(b) Reassessment of the hazard anal-
ysis. Any establishment that does not
have a HACCP plan because a hazard
analysis has revealed no food safety
hazards that are reasonably likely to
occur shall reassess the adequacy of
the hazard analysis whenever a change
occurs that could reasonably affect
whether a food safety hazard exists.
Such changes may include, but are not
limited to, changes in: raw materials
or source of raw materials; product for-
mulation; slaughter or processing
methods or systems; production vol-
ume; packaging; finished product dis-
tribution systems; or, the intended use
or consumers of the finished product.

§417.5 Records.

(a) The establishment shall maintain
the following records documenting the
establishment’s HACCP plan:

(1) The written hazard analysis pre-
scribed in §417.2(a) of this part, includ-
ing all supporting documentation;

(2) The written HACCP plan, includ-
ing decisionmaking documents associ-
ated with the selection and develop-
ment of CCP’s and critical limits, and
documents supporting both the moni-
toring and verification procedures se-
lected and the frequency of those pro-
cedures.

(3) Records documenting the moni-
toring of CCP’s and their critical lim-
its, including the recording of actual
times, temperatures, or other quantifi-
able values, as prescribed in the estab-
lishment’s HACCP plan; the calibration
of process-monitoring instruments;
corrective actions, including all ac-
tions taken in response to a deviation;
verification procedures and results;
product code(s), product name or iden-
tity, or slaughter production lot. Each
of these records shall include the date
the record was made.

(b) Each entry on a record main-
tained under the HACCP plan shall be
made at the time the specific event oc-
curs and include the date and time re-
corded, and shall be signed or initialed
by the establishment employee making
the entry.
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(c) Prior to shipping product, the es-
tablishment shall review the records
associated with the production of that
product, documented in accordance
with this section, to ensure complete-
ness, including the determination that
all critical limits were met and, if ap-
propriate, corrective actions were
taken, including the proper disposition
of product. Where practicable, this re-
view shall be conducted, dated, and
signed by an individual who did not
produce the record(s), preferably by
someone trained in accordance with
§417.7 of this part, or the responsible
establishment official.

(d) Records maintained on computers.
The use of records maintained on com-
puters is acceptable, provided that ap-
propriate controls are implemented to
ensure the integrity of the electronic
data and signatures.

(e) Record retention. (1) HEstablish-
ments shall retain all records required
by paragraph (a)(3) of this section as
follows: for slaughter activities for at
least one year; for refrigerated product,
for at least one year; for frozen, pre-
served, or shelf-stable products, for at
least two years.

(2) Off-site storage of records re-
quired by paragraph (a)(3) of this sec-
tion is permitted after six months, if
such records can be retrieved and pro-
vided, on-site, within 24 hours of an
FSIS employee’s request.

(f) Official review. All records required
by this part and all plans and proce-
dures required by this part shall be
available for official review and copy-
ing.

§417.6 Inadequate HACCP Systems.

A HACCP system may be found to be
inadequate if:

(a) The HACCP plan in operation
does not meet the requirements set
forth in this part;

(b) Establishment personnel are not
performing tasks specified in the
HACCP plan;

(c) The establishment fails to take
corrective actions, as required by §417.3
of this part;

(d) HACCP records are not being
maintained as required in §417.5 of this
part; or

(e) Adulterated product is produced
or shipped.
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