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the person operating such establish-
ment or by anyone responsibly con-
nected with the business operating
such establishment, as ‘‘responsibly
connected’ is defined in section 18(a) of
the Act,

(ii) The competence of the person op-
erating such establishment, as indi-
cated by:

(A) Knowledge of appropriate manu-
facturing practices and applicable reg-
ulatory requirements,

(B) Demonstrated ability to apply
such knowledge in a timely and con-
sistent manner, and

(C) Commitment to correcting defi-
ciencies noted by Inspection Service
employees and otherwise assuring com-
pliance with applicable regulatory re-
quirements, and

(iii) The procedures used in such es-
tablishment to control the production
process, environment, and resulting
product in order to assure and monitor
compliance with the requirements of
the Act and the rules and regulations
promulgated thereunder.

(2) In assessing the characteristics of
an establishment, the following factors
are appropriate for consideration:

(i) The complexity of the processing
operation(s) conducted at such estab-
lishment,

(ii) The frequency with which each
such operation is conducted at such es-
tablishment,

(iii) The volume of product resulting
from each such operation at such es-
tablishment,

(iv) Whether and to what extent
slaughter and evisceration operations
also are conducted at such establish-
ment,

(v) What, if any, food products not
regulated under this Act or the Federal
Meat Inspection Act also are processed
at such establishment, and

(vi) The size of such establishment.

(e)(1) For the period of experimen-
tation described in paragraph (c) of
this section, the frequency of inspec-
tion by Inspection Service employees
of operations other than slaughter and
evisceration may be reduced in an es-
tablishment in which the procedures
referred to therein are being tested if
and only if the evaluation of the per-
formance of such establishment de-
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scribed in paragraph (d)(1) indicates
that there are:

(i) No instances, documented in
records compiled no earlier than 10
years before, of substantial and recent
noncompliance with applicable regu-
latory requirements (taking into ac-
count both the nature and frequency of
any such noncompliance), and

(ii) The competence and control pro-
cedures needed to assure and monitor
compliance with applicable regulatory
requirements.

(2)(i) The frequency of Federal in-
spection and other conditions and
methods of inspection coverage in any
establishment in which the frequency
of Federal inspection is reduced shall
be based on:

(A) The evaluation of the character-
istics of such establishment described
in paragraph (d)(2) of this section,?!

(B) The significance of potential pub-
lic health consequences of noncompli-
ance, and

(C) The availability of Inspection
Service employees.

(ii) To the extent that frequency of
inspection or other conditions and
methods of inspection coverage are
identified as conflicting with provi-
sions of the regulations in this part,
the Administrator will waive such pro-
visions for the period of experimen-
tation, in accordance with paragraph
(b) of this section.

[37 FR 9706, May 16, 1972, as amended at 52
FR 10033, Mar. 30, 1987; 69 FR 255, Jan. 5, 2004]

§381.4 Inspection in accordance with
methods prescribed or approved.

Inspection of poultry products shall
be rendered pursuant to the regula-
tions and under such conditions and in
accordance with such methods as may
be prescribed or approved by the Ad-
ministrator.

1These evaluations will be based upon

guidelines developed by FSIS and the com-
plexity categorization in FSIS Directive
1030.2 (Documentation of Processing and
Combination Assignments, 4/22/85). The
guidelines and Directive will be available for
public inspection and copying in the Policy
Office, Room 3168, South Agriculture Build-
ing, 14th Street and Independence Avenue,
SW., Washington, DC.
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