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Reassess-

§417.1 Definitions.

For purposes of this part, the fol-
lowing definitions shall apply:

Corrective action. Procedures to be fol-
lowed when a deviation occurs.

Critical control point. A point, step, or
procedure in a food process at which
control can be applied and, as a result,
a food safety hazard can be prevented,
eliminated, or reduced to acceptable
levels.

Critical limit. The maximum or min-
imum value to which a physical, bio-
logical, or chemical hazard must be
controlled at a critical control point to
prevent, eliminate, or reduce to an ac-
ceptable level the occurrence of the
identified food safety hazard.

Food safety hazard. Any biological,
chemical, or physical property that
may cause a food to be unsafe for
human consumption.

HACCP System. The HACCP plan in
operation, including the HACCP plan
itself.

Hazard. SEE Food Safety Hazard.

Preventive measure. Physical, chem-
ical, or other means that can be used
to control an identified food safety haz-
ard.

Process-monitoring instrument. An in-
strument or device used to indicate
conditions during processing at a crit-
ical control point.

Responsible establishment official. The
individual with overall authority on-
site or a higher level official of the es-
tablishment.

§417.2

§417.2 Hazard Analysis and HACCP
Plan.

(a) Hazard analysis. (1) Every official
establishment shall conduct, or have
conducted for it, a hazard analysis to
determine the food safety hazards rea-
sonably likely to occur in the produc-
tion process and identify the preven-
tive measures the establishment can
apply to control those hazards. The
hazard analysis shall include food safe-
ty hazards that can occur before, dur-
ing, and after entry into the establish-
ment. A food safety hazard that is rea-
sonably likely to occur is one for which
a prudent establishment would estab-
lish controls because it historically has
occurred, or because there is a reason-
able possibility that it will occur in the
particular type of product being proc-
essed, in the absence of those controls.

(2) A flow chart describing the steps
of each process and product flow in the
establishment shall be prepared, and
the intended use or consumers of the
finished product shall be identified.

(3) Food safety hazards might be ex-
pected to arise from the following:

(i) Natural toxins;

(ii) Microbiological contamination;

(iii) Chemical contamination;

(iv) Pesticides;

(v) Drug residues;

(vi) Zoonotic diseases;

(vii) Decomposition;

(viii) Parasites;

(ix) Unapproved use of direct or indi-
rect food or color additives; and

(x) Physical hazards.

(b) The HACCP plan. (1) Every estab-
lishment shall develop and implement
a written HACCP plan covering each
product produced by that establish-
ment whenever a hazard analysis re-
veals one or more food safety hazards
that are reasonably likely to occur,
based on the hazard analysis conducted
in accordance with paragraph (a) of
this section, including products in the
following processing categories:

(i) Slaughter—all species.

(ii) Raw product—ground.

(iii) Raw product—not ground.

(iv) Thermally processed—commer-
cially sterile.

(v) Not heat treated—shelf stable.

(vi) Heat treated—shelf stable.

(vii) Fully cooked—not shelf stable.
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§417.3

(viii) Heat treated but not fully
cooked—not shelf stable.

(ix) Product with secondary inhibi-
tors—not shelf stable.

(2) A single HACCP plan may encom-
pass multiple products within a single
processing category identified in this
paragraph, if the food safety hazards,
critical control points, critical limits,
and procedures required to be identi-
fied and performed in paragraph (c) of
this section are essentially the same,
provided that any required features of
the plan that are unique to a specific
product are clearly delineated in the
plan and are observed in practice.

(3) HACCP plans for thermally proc-
essed/commercially sterile products do
not have to address the food safety haz-
ards associated with microbiological
contamination if the product is pro-
duced in accordance with the require-
ments of part 431 of this chapter.

(c) The contents of the HACCP plan.
The HACCP plan shall, at a minimum:

(1) List the food safety hazards iden-
tified in accordance with paragraph (a)
of this section, which must be con-
trolled for each process.

(2) List the critical control points for
each of the identified food safety haz-
ards, including, as appropriate:

(i) Critical control points designed to
control food safety hazards that could
be introduced in the establishment,
and

(ii) Critical control points designed
to control food safety hazards intro-
duced outside the establishment, in-
cluding food safety hazards that occur
before, during, and after entry into the
establishment;

(3) List the critical limits that must
be met at each of the critical control
points. Critical limits shall, at a min-
imum, be designed to ensure that appli-
cable targets or performance standards
established by FSIS, and any other re-
quirement set forth in this chapter per-
taining to the specific process or prod-
uct, are met;

(4) List the procedures, and the fre-
quency with which those procedures
will be performed, that will be used to
monitor each of the critical control
points to ensure compliance with the
critical limits;

(5) Include all corrective actions that
have been developed in accordance

9 CFR Ch. Ill (1-1-23 Edition)

with §417.3(a) of this part, to be fol-
lowed in response to any deviation
from a critical limit at a critical con-
trol point; and

(6) Provide for a recordkeeping sys-
tem that documents the monitoring of
the critical control points. The records
shall contain the actual values and ob-
servations obtained during monitoring.

(7) List the verification procedures,
and the frequency with which those
procedures will be performed, that the
establishment will use in accordance
with §417.4 of this part.

(d) Signing and dating the HACCP
plan. (1) The HACCP plan shall be
signed and dated by the responsible es-
tablishment individual. This signature
shall signify that the establishment ac-
cepts and will implement the HACCP
plan.

(2) The HACCP plan shall be dated
and signed:

(i) Upon initial acceptance;

(ii) Upon any modification; and

(iii) At least annually, upon reassess-
ment, as required under §417.4(a)(3) of
this part.

(e) Pursuant to 21 U.S.C. 456, 463, 608,
and 621, the failure of an establishment
to develop and implement a HACCP
plan that complies with this section, or
to operate in accordance with the re-
quirements of this part, may render
the products produced under those con-
ditions adulterated.

[61 FR 38868, July 25, 1996, as amended at 62
FR 61009, Nov. 14, 1997; 83 FR 25308, May 31,
2018]

§417.3 Corrective actions.

(a) The written HACCP plan shall
identify the corrective action to be fol-
lowed in response to a deviation from a
critical limit. The HACCP plan shall
describe the corrective action to be
taken, and assign responsibility for
taking corrective action, to ensure:

(1) The cause of the deviation is iden-
tified and eliminated;

(2) The CCP will be under control
after the corrective action is taken;

(3) Measures to prevent recurrence
are established; and

(4) No product that is injurious to
health or otherwise adulterated as a re-
sult of the deviation enters commerce.

(b) If a deviation not covered by a
specified corrective action occurs, or if
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