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§ 318.15 Tagging chemicals, preservatives, cereals, spices, etc., ‘‘U.S. retained.’’
When any chemical, preservative, cereal, spice, or other substance is intended for use in an official establishment, it shall be examined by a Program employee and if found to be unfit
or otherwise unacceptable for the use
intended, or if final decision regarding
acceptance is deferred pending laboratory or other examination, the employee shall attach a ‘‘U.S. retained’’
tag to the substance or container
thereof. The substance so tagged shall
be kept separate from other substances
as the circuit supervisor may require
and shall not be used until the tag is
removed, and such removal shall be
made only by a Program employee
after a finding that the substance can
be accepted, or, in the case of an unacceptable substance, when it is removed
from the establishment.
§ 318.16 Pesticide chemicals and other
residues in products.
(a) Nonmeat ingredients. Residues of
pesticide chemicals, food additives and
color additives or other substances in
or on ingredients (other than meat,
meat byproducts, and meat food products) used in the formulation of products shall not exceed the levels permitted under the Federal Food, Drug,
and Cosmetic Act, and such nonmeat
ingredients must otherwise be in compliance with the requirements under
that Act.
(b) Products, and meat, meat byproduct,
or other meat food product ingredients.
Products, and products used as ingredients of products, shall not bear or contain any pesticide chemical, food additives, or color additive residue in excess of the level permitted under the
Federal Food, Drug, and Cosmetic Act
and the regulations in this subchapter,
or any other substance that is prohibited by such regulations or that otherwise makes the products adulterated.
(c) Standards and procedures. Instructions specifying the standards and procedures for determining when ingredients of finished products are in compliance with this section shall be issued
to the inspectors by the Administrator.
Copies of such instructions will be
made available to interested persons

upon request made to the Administrator.
§ 318.17 Requirements for the production of cooked beef, roast beef, and
cooked corned beef products.
(a) Cooked beef, roast beef, and
cooked corned beef products must be
produced using processes ensuring that
the products meet the following performance standards:
(1) Lethality. A 6.5-log10 reduction of
Salmonella or an alternative lethality
that achieves an equivalent probability
that no viable Salmonella organisms remain in the finished product, as well as
the reduction of other pathogens and
their toxins or toxic metabolites necessary to prevent adulteration, must be
demonstrated to be achieved throughout the product. The lethality process
must include a cooking step. Controlled intermediate step(s) applied to
raw product may form part of the basis
for the equivalency.
(2) Stabilization. There can be no multiplication of toxigenic microorganisms such as Clostridium botulinum,
and no more than 1-log10 multiplication
of Clostridium perfringens within the
product.
(b) For each product produced using a
process other than one conducted in accordance with the Hazard Analysis and
Critical Control Point (HACCP) system
requirements in part 417 of this chapter, an establishment must develop and
have on file and available to FSIS, a
process schedule, as defined in § 301.2 of
this chapter. Each process schedule
must be approved in writing by a process authority for safety and efficacy in
meeting the performance standards established for the product in question. A
process authority must have access to
the establishment in order to evaluate
and approve the safety and efficacy of
each process schedule.
(c) Under the auspices of a processing
authority, an establishment must validate new or altered process schedules
by scientifically supportable means,
such as information gleaned from the
literature or by challenge studies conducted outside the plant.
[64 FR 744, Jan. 6, 1999]
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