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barrier or by other means, so that the
aw of the food does not increase to an
unsafe level.

(15) Food such as, but not limited to,
acid and acidified food, that relies prin-
cipally on the control of pH for pre-
venting the growth of undesirable
microorganisms shall be monitored and
maintained at a pH of 4.6 or below.
Compliance with this requirement may
be accomplished by any effective
means, including employment of one or
more of the following practices:

(i) Monitoring the pH of raw mate-
rials, food in process, and finished food.

(ii) Controlling the amount of acid or
acidified food added to low-acid food.

(16) When ice is used in contact with
food, it shall be made from water that
is safe and of adequate sanitary qual-
ity, and shall be used only if it has
been manufactured in accordance with
current good manufacturing practice
as outlined in this part.

(17) Food-manufacturing areas and
equipment used for manufacturing
human food should not be used to man-
ufacture nonhuman food-grade animal
feed or inedible products, unless there
is no reasonable possibility for the con-
tamination of the human food.

§ 110.93 Warehousing and distribution.

Storage and transportation of fin-
ished food shall be under conditions
that will protect food against physical,
chemical, and microbial contamination
as well as against deterioration of the
food and the container.

Subpart F [Reserved]

Subpart G—Defect Action Levels

§ 110.110 Natural or unavoidable de-
fects in food for human use that
present no health hazard.

(a) Some foods, even when produced
under current good manufacturing
practice, contain natural or unavoid-
able defects that at low levels are not
hazardous to health. The Food and
Drug Administration establishes max-
imum levels for these defects in foods
produced under current good manufac-
turing practice and uses these levels in
deciding whether to recommend regu-
latory action.

(b) Defect action levels are estab-
lished for foods whenever it is nec-
essary and feasible to do so. These lev-
els are subject to change upon the de-
velopment of new technology or the
availability of new information.

(c) Compliance with defect action
levels does not excuse violation of the
requirement in section 402(a)(4) of the
act that food not be prepared, packed,
or held under unsanitary conditions or
the requirements in this part that food
manufacturers, distributors, and hold-
ers shall observe current good manu-
facturing practice. Evidence indicating
that such a violation exists causes the
food to be adulterated within the
meaning of the act, even though the
amounts of natural or unavoidable de-
fects are lower than the currently es-
tablished defect action levels. The
manufacturer, distributor, and holder
of food shall at all times utilize quality
control operations that reduce natural
or unavoidable defects to the lowest
level currently feasible.

(d) The mixing of a food containing
defects above the current defect action
level with another lot of food is not
permitted and renders the final food
adulterated within the meaning of the
act, regardless of the defect level of the
final food.

(e) A compilation of the current de-
fect action levels for natural or un-
avoidable defects in food for human use
that present no health hazard may be
obtained upon request from the Center
for Food Safety and Applied Nutrition
(HFS–565), Food and Drug Administra-
tion, 200 C St. SW., Washington, DC
20204.

[51 FR 24475, June 19, 1986, as amended at 61
FR 14480, Apr. 2, 1996]

PART 111—CURRENT GOOD MAN-
UFACTURING PRACTICE FOR DIE-
TARY SUPPLEMENTS

AUTHORITY: 21 U.S.C. 321, 342, 371.

SOURCE: 62 FR 2249, Jan. 15, 1997, unless
otherwise noted.

§ 111.50 Packaging of iron-containing
dietary supplements.

(a) The use of iron and iron salts as
iron sources in dietary supplements of-
fered in solid oral dosage form (e.g.,
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tablets or capsules), and containing 30
milligrams or more of iron per dosage
unit, is safe and in accordance with
current good manufacturing practice
only when such supplements are pack-
aged in unit-dose packaging. ‘‘Unit-
dose packaging’’ means a method of
packaging a product into a nonreusable
container designed to hold a single dos-
age unit intended for administration
directly from that container, irrespec-
tive of whether the recommended dose
is one or more than one of these units.
The term ‘‘dosage unit’’ means the in-
dividual physical unit of the product
(e.g., tablets or capsules). Iron-con-
taining dietary supplements that are
subject to this regulation are also sub-
ject to child-resistant special pack-
aging requirements in 16 CFR parts
1700, 1701, and 1702.

(b)(1) Dietary supplements offered in
solid oral dosage form (e.g., tablets or
capsules), and containing 30 milligrams
or more of iron per dosage unit, are ex-
empt from the provisions of paragraph
(a) of this section until January 15,
1998, if the sole source of iron in the di-
etary supplement is carbonyl iron that
meets the specifications of § 184.1375 of
this chapter.

(2) If the temporary exemption is not
extended or made permanent, such die-
tary supplements shall be in compli-
ance with the provisions of paragraph
(a) of this section on or before July 15,
1998.

PART 113—THERMALLY PROCESSED
LOW-ACID FOODS PACKAGED
IN HERMETICALLY SEALED CON-
TAINERS

Subpart A—General Provisions

Sec.
113.3 Definitions.
113.5 Current good manufacturing practice.
113.10 Personnel.

Subpart B [Reserved]

Subpart C—Equipment

113.40 Equipment and procedures.

Subpart D—Control of Components, Food
Product Containers, Closures, and In-
Process Material

113.60 Containers.

Subpart E—Production and Process
Controls

113.81 Product preparation.
113.83 Establishing scheduled processes.
113.87 Operations in the thermal processing

room.
113.89 Deviations in processing, venting, or

control of critical factors.

Subpart F—Records and Reports

113.100 Processing and production records.

AUTHORITY: 21 U.S.C. 342, 371, 374; 42 U.S.C.
264.

SOURCE: 44 FR 16215, Mar. 16, 1979, unless
otherwise noted.

Subpart A—General Provisions

§ 113.3 Definitions.

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

(a) Aseptic processing and packaging
means the filling of a commercially
sterilized cooled product into pre-
sterilized containers, followed by asep-
tic hermetical sealing, with a
presterilized closure, in an atmosphere
free of microorganisms.

(b) Bleeders means openings used to
remove air that enters with steam
from retorts and steam chambers and
to promote circulation of steam in
such retorts and steam chambers.
Bleeders may serve as a means of re-
moving condensate.

(c) Come-up-time means the time
which elapses between the introduction
of steam into the closed retort and the
time when the retort reaches the re-
quired processing temperature.

(d) Commercial processor includes any
person engaged in commercial, custom,
or institutional (church, school, penal,
or other organization) processing of
food, including pet food. Persons en-
gaged in the production of foods that
are to be used in market or consumer
tests are also included.

(e) Commercial sterility: (1) ‘‘Commer-
cial sterility’’ of thermally processed
food means the condition achieved—

(i) By the application of heat which
renders the food free of—

(a) Microorganisms capable of repro-
ducing in the food under normal non-
refrigerated conditions of storage and
distribution; and
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