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part. The procedures shall provide, at a
minimum:

(i) Product specifications that are de-
signed to ensure that the juice is not
adulterated under section 402 of the
Federal Food, Drug, and Cosmetic Act
because it may be injurious to health
or because it may have been processed
under insanitary conditions; and

(if) Affirmative steps to ensure that
the products being offered for entry
were processed under controls that
meet the requirements of this part.
These steps may include any of the fol-
lowing:

(A) Obtaining from the foreign proc-
essor the Hazard Analysis and Critical
Control Point (HACCP) plan and pre-
requisite program of the standard oper-
ating procedure records required by
this part that relate to the specific lot
of food being offered for import;

(B) Obtaining either a continuing or
lot specific certificate from an appro-
priate foreign government inspection
authority or competent third party
certifying that the imported food has
been processed in accordance with the
requirements of this part;

(C) Regularly inspecting the foreign
processor’s facilities to ensure that the
imported food is being processed in ac-
cordance with the requirements of this
part;

(D) Maintaining on file a copy, in
English, of the foreign processor’s haz-
ard analysis and HACCP plan, and a
written guarantee from the foreign
processor that the imported food is
processed in accordance with the re-
quirements of this part;

(E) Periodically testing the imported
food, and maintaining on file a copy, in
English, of a written guarantee from
the foreign processor that the imported
food is processed in accordance with
the requirements of this part; or

(F) Other such verification measures
as appropriate that provide an equiva-
lent level of assurance of compliance
with the requirements of this part.

(b) Competent third party. An importer
may hire a competent third party to
assist with or perform any or all of the
verification activities specified in para-
graph (a)(2) of this section, including
writing the importer’s verification pro-
cedures on the importer’s behalf.
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(c) Records. The importer shall main-
tain records, in English, that document
the performance and results of the af-
firmative steps specified in paragraph
(a)(2)(ii) of this section. These records
shall be subject to the applicable provi-
sions of §120.12.

(d) Determination of compliance. The
importer shall provide evidence that
all juice offered for entry into the
United States has been processed under
conditions that comply with this part.
If assurances do not exist that an im-
ported juice has been processed under
conditions that are equivalent to those
required of domestic processors under
this part, the product will appear to be
adulterated and will be denied entry.

Subpart B—Pathogen Reduction

§120.20 General.

This subpart augments subpart A of
this part by setting forth specific re-
quirements for process controls.

§120.24 Process controls.

(a) In order to meet the requirements
of subpart A of this part, processors of
juice products shall include in their
Hazard Analysis and Critical Control
Point (HACCP) plans control measures
that will consistently produce, at a
minimum, a 5 log (i.e., 105) reduction,
for a period at least as long as the shelf
life of the product when stored under
normal and moderate abuse conditions,
in the pertinent microorganism. For
the purposes of this regulation, the
‘“‘pertinent microorganism’ is the most
resistant microorganism of public
health significance that is likely to
occur in the juice. The following juice
processors are exempt from this para-
graph:

(1) A juice processor that is subject
to the requirements of part 113 or part
114 of this chapter; and

(2) A juice processor using a single
thermal processing step sufficient to
achieve shelf-stability of the juice or a
thermal concentration process that in-
cludes thermal treatment of all ingre-
dients, provided that the processor in-
cludes a copy of the thermal process
used to achieve shelf-stability or con-
centration in its written hazard anal-
ysis required by §120.7.
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(b) AIl juice processors shall meet
the requirements of paragraph (a) of
this section through treatments that
are applied directly to the juice, except
that citrus juice processors may use
treatments to fruit surfaces, provided
that the 5-log reduction process begins
after culling and cleaning as defined in
§120.3(a) and (f) and the reduction is ac-
complished within a single production
facility.

(c) All juice processors shall meet the
requirements of paragraphs (a) and (b)
of this section and perform final prod-
uct packaging within a single produc-
tion facility operating under current
good manufacturing practices. Proc-
essors claiming an exemption under
paragraph (a)(1) or (a)(2) of this section
shall also process and perform final
product packaging of all juice subject
to the claimed exemption within a sin-
gle production facility operating under
current good manufacturing practices.

§120.25 Process verification for cer-
tain processors.

Each juice processor that relies on
treatments that do not come into di-
rect contact with all parts of the juice
to achieve the requirements of §120.24
shall analyze the finished product for
biotype | Escherichia coli as follows:

(@) One 20 milliliter (mL) sample
(consisting of two 10 mL subsamples)
for each 1,000 gallons of juice produced
shall be sampled each production day.
If less than 1,000 gallons of juice is pro-
duced per day, the sample must be
taken for each 1,000 gallons produced
but not less than once every 5 working
days that the facility is producing that
juice. Each subsample shall be taken
by randomly selecting a package of
juice ready for distribution to con-
sumers.

(b) If the facility is producing more
than one type of juice covered by this
section, processors shall take subsam-
ples according to paragraph (a) of this
section for each of the covered juice
products produced.

(c) Processors shall analyze each sub-
sample for the presence of E. coli by the
method entitled ‘““‘Analysis for Esch-
erichia coli in Citrus Juices—Modifica-
tion of AOAC Official Method 992.30"" or
another method that is at least equiva-
lent to this method in terms of accu-
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racy, precision, and sensitivity in de-
tecting E. coli. This method is designed
to detect the presence or absence of E.
coli in a 20 mL sample of juice (con-
sisting of two 10 mL subsamples). The
method is as follows:

(1) Sample size. Total-20 mL of juice;
perform analysis using two 10 mL
aliquots.

(2) Media. Universal Preenrichment
Broth (Difco, Detroit, Ml), EC Broth
(various manufacturers).

(3) Method. ColiComplete (AOAC Offi-
cial Method 992.30—modified).

(4) Procedure. Perform the following
procedure two times:

(i) Aseptically inoculate 10 mL of
juice into 90 mL of Universal
Preenrichment Broth (Difco) and incu-
bate at 35 °C for 18 to 24 hours.

(ii) Next day, transfer 1 mL of
preenriched sample into 10 mL of EC
Broth, without durham gas vials. After
inoculation, aseptically add a
ColiComplete SSD disc into each tube.

(iii) Incubate at 44.5 °C for 18 to 24
hours.

(iv) Examine the tubes under
longwave ultra violet light (366 nm).
Fluorescent tubes indicate presence of
E. coli.

(v) MUG positive and negative con-
trols should be used as reference in in-
terpreting fluorescence reactions. Use
an E. coli for positive control and 2 neg-
ative controls—a MUG negative strain
and an uninoculated tube media.

(d) If either 10 mL subsample is posi-
tive for E. coli, the 20 mL sample is re-
corded as positive and the processor
shall:

(1) Review monitoring records for the
control measures to attain the 5-log re-
duction standard and correct those
conditions and practices that are not
met. In addition, the processor may
choose to test the sample for the pres-
ence of pathogens of concern.

(2) If the review of monitoring
records or the additional testing indi-
cates that the 5-log reduction standard
was not achieved (e.g., a sample is
found to be positive for the presence of
a pathogen or a deviation in the proc-
ess or its delivery is identified), the
processor shall take corrective action
as set forth in §120.10.

(e) If two samples in a series of seven
tests are positive for E. coli, the control
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