Food and Drug Administration, HHS

measurements to assess whether a
process, point, or procedure is under
control and to produce an accurate
record for use in verification.

(3)(1) Processing means activities that
are directly related to the production
of juice products.

(2) For purposes of this part, proc-
essing does not include:

(i) Harvesting, picking, or trans-
porting raw agricultural ingredients of
juice products, without otherwise en-
gaging in processing; and

(ii) The operation of a retail estab-
lishment.

(k) Processor means any person en-
gaged in commercial, custom, or insti-
tutional processing of juice products,
either in the United States or in a for-
eign country, including any person en-
gaged in the processing of juice prod-
ucts that are intended for use in mar-
ket or consumer tests.

(1) Retail establishment is an operation
that provides juice directly to the con-
sumers and does not include an estab-
lishment that sells or distributes juice
to other business entities as well as di-
rectly to consumers. ‘“‘Provides” in-
cludes storing, preparing, packaging,
serving, and vending.

(m) Shall is used to state mandatory
requirements.

(n) Shelf-stable product means a prod-
uct that is hermetically sealed and,
when stored at room temperature,
should not demonstrate any microbial
growth.

(o) Should is used to state rec-
ommended or advisory procedures or to
identify recommended equipment.

(p) Validation means that element of
verification focused on collecting and
evaluating scientific and technical in-
formation to determine whether the
HACCP plan, when properly imple-
mented, will effectively control the
identified food hazards.

(aq) Verification means those activi-
ties, other than monitoring, that es-
tablish the validity of the HACCP plan
and that the system is operating ac-
cording to the plan.

§120.5 Current good manufacturing
practice.

Part 110 of this chapter applies in de-
termining whether the facilities, meth-
ods, practices, and controls used to

§120.6

process juice are safe, and whether the
food has been processed under sanitary
conditions.

§120.6 Sanitation standard operating
procedures.

(a) Sanitation controls. Each processor
shall have and implement a sanitation
standard operating procedure (SSOP)
that addresses sanitation conditions
and practices before, during, and after
processing. The SSOP shall address:

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

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

(3) Prevention of cross contamination
from insanitary objects to food, food
packaging material, and other food
contact surfaces, including utensils,
gloves, and outer garments, and from
raw product to processed 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.

(b) Monitoring. The processor shall
monitor the conditions and practices
during processing with sufficient fre-
quency to ensure, at a minimum, con-
formance with those conditions and
practices specified in part 110 of this
chapter that are appropriate both to
the plant and to the food being proc-
essed. Each processor shall correct, in
a timely manner, those conditions and
practices that are not met.

(c) Records. BEach processor shall
maintain SSOP records that, at a min-
imum, document the monitoring and
corrections prescribed by paragraph (b)

267



§120.7

of this section. These records are sub-
ject to the recordkeeping requirements
of §120.12.

(d) Relationship to Hazard Analysis
and Critical Control Point (HACCP) plan.
Sanitation standard operating proce-
dure controls may be included in the
HACCP plan required under §120.8(b).
However, to the extent that they are
implemented in accordance with this
section, they need not be included in
the HACCP plan.

§120.7 Hazard analysis.

(a) Bach processor shall develop, or
have developed for it, a written hazard
analysis to determine whether there
are food hazards that are reasonably
likely to occur for each type of juice
processed by that processor and to
identify control measures that the
processor can apply to control those
hazards. The written hazard analysis
shall consist of at least the following:

(1) Identification of food hazards;

(2) An evaluation of each food hazard
identified to determine if the hazard is
reasonably likely to occur and thus,
constitutes a food hazard that must be
addressed in the HACCP plan. A food
hazard that is reasonably likely to
occur is one for which a prudent proc-
essor would establish controls because
experience, illness data, scientific re-
ports, or other information provide a
basis to conclude that there is a rea-
sonable possibility that, in the absence
of those controls, the food hazard will
occur in the particular type of product
being processed. This evaluation shall
include an assessment of the severity
of the illness or injury if the food haz-
ard occurs;

(3) Identification of the control meas-
ures that the processor can apply to
control the food hazards identified as
reasonably likely to occur in paragraph
(a)(2) of this section;

(4) Review of the current process to
determine whether modifications are
necessary; and

(5) Identification of critical control
points.

(b) The hazard analysis shall include
food hazards that can be introduced
both within and outside the processing
plant environment, including food haz-
ards that can occur before, during, and
after harvest. The hazard analysis shall
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be developed by an individual or indi-
viduals who have been trained in ac-
cordance with §120.13 and shall be sub-
ject to the recordkeeping requirements
of §120.12.

(¢c) In evaluating what food hazards
are reasonably likely to occur, consid-
eration should be given, at a minimum,
to the following:

(1) Microbiological contamination;

(2) Parasites;

(3) Chemical contamination;

(4) Unlawful pesticides residues;

(5) Decomposition in food where a
food hazard has been associated with
decomposition;

(6) Natural toxins;

(7) Unapproved use of food or color
additives;

(8) Presence of undeclared ingredi-
ents that may be allergens; and

(9) Physical hazards.

(d) Processors should evaluate prod-
uct ingredients, processing procedures,
packaging, storage, and intended use;
facility and equipment function and
design; and plant sanitation, including
employee hygiene, to determine the po-
tential effect of each on the safety of
the finished food for the intended con-
sumer.

(e) HACCP plans for juice need not
address the food hazards associated
with microorganisms and microbial
toxins that are controlled by the re-
quirements of part 113 or part 114 of
this chapter. A HACCP plan for such
juice shall address any other food haz-
ards that are reasonably likely to
occur.

§120.8 Hazard Analysis and Critical
Control Point (HACCP) plan.

(a) HACCP plan. Each processor shall
have and implement a written HACCP
plan whenever a hazard analysis re-
veals one or more food hazards that are
reasonably likely to occur during proc-
essing, as described in §120.7. The
HACCP plan shall be developed by an
individual or individuals who have
been trained in accordance with §120.13
and shall be subject to the record-
keeping requirements of §120.12. A
HACCP plan shall be specific to:

(1) Each location where juice is proc-
essed by that processor; and

(2) BEach type of juice processed by
the processor. The plan may group
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