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fying party’s place of business: Provided, That, where such removal or
transmittal is necessary for such purposes the relevant records and notes
shall be retained as separate documents in Food and Drug Administration files, shall not be copied in other
reports, and shall not be disclosed publicly other than in a judicial proceeding brought pursuant to the act or
18 U.S.C. 1001.
(j) A food to which a chemical preservative(s) is added shall, except when
exempt pursuant to § 501.100, bear a
label declaration stating both the common or usual name of the ingredient(s)
and a separate description of its function, e.g., preservative, to retard spoilage,
a mold inhibitor, to help protect flavor or
to promote color retention.

303(a) of the act. The defenses provided
under section 303(c)(2) of the act shall
be applicable to the certifications provided for in this section.
(ii) Wherever possible, the Food and
Drug Administration shall verify the
accuracy of a reasonable number of
certifications made pursuant to this
section, constituting a representative
sample of such certifications, and shall
not request all such certifications.
(iii) Where no person authorized to
provide such information is reasonably
available at the time of inspection, the
certifying party shall arrange to have
such person and the relevant materials
and records ready for verification as
soon as practicable; provided that,
whenever the Food and Drug Administration has reason to believe that the
supplier or user may utilize this period
to alter inventories or records, such additional time shall not be permitted.
Where such additional time is provided, the Food and Drug Administration may require the certifying party
to certify that relevant inventories
have not been materially disturbed and
relevant records have not been altered
or concealed during such period.
(iv) The certifying party shall provide, to an officer or representative
duly designated by the Secretary, such
qualitative statement of the composition of the flavor or product covered by
the certification as may be reasonably
expected to enable the Secretary’s representatives to determine which relevant raw and finished materials and
flavor ingredient records are reasonably necessary to verify the certifications. The examination conducted by
the Secretary’s representative shall be
limited to inspection and review of inventories and ingredient records for
those certifications which are to be
verified.
(v) Review of flavor ingredient
records shall be limited to the qualitative formula and shall not include
the quantitative formula. The person
verifying the certifications may make
only such notes as are necessary to enable him to verify such certification.
Only such notes or such flavor ingredient records as are necessary to verify
such certification or to show a potential or actual violation may be removed or transmitted from the certi-

[41 FR 38619, Sept. 10, 1976, as amended at 42
FR 14091, Mar. 15, 1977; 42 FR 15675, Mar. 22,
1977]

Subparts C–E [Reserved]
Subpart F—Exemptions From Animal Food Labeling Requirements
§ 501.100 Animal
from labeling.

food;

exemptions

(a) The following foods are exempt
from compliance with the requirements of section 403(i)(2) of the act (requiring a declaration on the label of
the common or usual name of each ingredient when the food is fabricated
from two or more ingredients).
(1) An assortment of different items
of food, when variations in the items
that make up different packages
packed from such assortment normally
occur in good packing practice and
when such variations result in variations in the ingredients in different
packages, with respect to any ingredient that is not common to all packages. Such exemption, however, shall
be on the condition that the label shall
bear, in conjunction with the names of
such ingredients as are common to all
packages, a statement (in terms that
are as informative as practicable and
that are not misleading) indicating by
name other ingredients which may be
present.
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(2) A food having been received in
bulk containers at a retail establishment, if displayed to the purchaser
with either (i) the labeling of the bulk
container plainly in view or (ii) a
counter card, sign, or other appropriate
device bearing prominently and conspicuously the information required to
be stated on the label pursuant to section 403(i)(2) of the act.
(3) Incidental additives that are
present in a food at insignificant levels
and do not have any technical or functional effect in that food. For the purposes of this paragraph (a)(3), incidental additives are:
(i) Substances that have no technical
or functional effect but are present in a
food by reason of having been incorporated into the food as an ingredient
of another food, in which the substance
did have a functional or technical effect.
(ii) Processing aids, which are as follows:
(a) Substances that are added to a
food during the processing of such food
but are removed in some manner from
the food before it is packaged in its finished form.
(b) Substances that are added to a
food during processing, are converted
into constituents normally present in
the food, and do not significantly increase the amount of the constituents
naturally found in the food.
(c) Substances that are added to a
food for their technical or functional
effect in the processing but are present
in the finished food at insignificant
levels and do not have any technical or
functional effect in that food.
(iii) Substances migrating to food
from equipment or packaging or otherwise affecting food that are not food
additives as defined in section 201(s) of
the act; or if they are food additives as
so defined, they are used in conformity
with regulations established pursuant
to section 409 of the act.
(b) A food repackaged in a retail establishment is exempt from the following provisions of the act if the conditions specified are met.
(1) Section 403(e)(1) of the act (requiring a statement on the label of the
name and place of business of the manufacturer, packer, or distributor).

(2) Section 403(g)(2) of the act (requiring the label of a food which purports
to be or is represented as one for which
a definition and standard of identity
has been prescribed to bear the name of
the food specified in the definition and
standard and, insofar as may be required by the regulation establishing
the standard the common names of the
optional ingredients present in the
food), if the food is displayed to the
purchaser with its interstate labeling
clearly in view, or with a counter card,
sign, or other appropriate device bearing prominently and conspicuously the
information required by these provisions.
(3) Section 403(i)(1) of the act (requiring the label to bear the common or
usual name of the food), if the food is
displayed to the purchaser with its
interstate labeling clearly in view, or
with a counter card, sign, or other appropriate device bearing prominently
and conspicuously the common or
usual name of the food, or if the common or usual name of the food is clearly revealed by its appearance.
(c) [Reserved]
(d) Except as provided by paragraphs
(e) and (f) of this section, a shipment or
other delivery of a food which is, in accordance with the practice of the trade,
to be processed, labeled, or repacked in
substantial quantity at an establishment other than that where originally
processed or packed, shall be exempt,
during the time of introduction into
and movement in interstate commerce
and the time of holding in such establishment, from compliance with the labeling requirements of section 403 (c),
(e), (g), (h), (i), (j) and (k) of the act if:
(1) The person who introduced such
shipment or delivery into interstate
commerce is the operator of the establishment where such food is to be processed, labeled, or repacked; or
(2) In case such person is not such operator, such shipment or delivery is
made to such establishment under a
written agreement, signed by and containing the post office addresses of
such person and such operator, and
containing such specifications for the
processing, labeling, or repacking, as
the case may be, of such food in such
establishment as will ensure, if such
specifications are followed, that such
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food will not be adulterated or misbranded within the meaning of the act
upon completion of such processing, labeling, or repacking. Such person and
such operator shall each keep a copy of
such agreement until 2 years after the
final shipment or delivery of such food
from such establishment, and shall
make such copies available for inspection at any reasonable hour to any officer or employee of the Department who
requests them.
(e) Conditions affecting expiration of
exemptions.
(1) An exemption of a shipment or
other delivery of a food under paragraph (d)(1) of this section shall, at the
beginning of the act of removing such
shipment or delivery, or any part
thereof, from such establishment become void ab initio if the food comprising such shipment, delivery, or part
is adulterated or misbranded within
the meaning of the act when so removed.
(2) An exemption of a shipment or
other delivery of a food under paragraph (d)(2) of this section shall become void ab initio with respect to the
person who introduced such shipment
or delivery into interstate commerce
upon refusal by such person to make
available for inspection a copy of the
agreement, as required by paragraph
(d)(2) of this section.
(3) An exemption of a shipment or
other delivery of a food under paragraph (d)(2) of this section shall expire:
(i) At the beginning of the act of removing such shipment or delivery, or
any part thereof, from such establishment if the food comprising such shipment, delivery, or part is adulterated
or misbranded within the meaning of
the act when so removed; or
(ii) Upon refusal by the operator of
the establishment where such food is to
be processed, labeled, or repacked, to
make available for inspection a copy of
the agreement as required by such
paragraph.
(f) [Reserved]
(g) The label declaration of a harmless marker used to identify a particular manufacturer’s product may result in unfair competition through revealing a trade secret. Exemption from
the label declaration of such a marker

is granted, therefore, provided that the
following conditions are met:
(1) The person desiring to use the
marker without label declaration of its
presence has submitted to the Commissioner of Food and Drugs full information concerning the proposed usage and
the reasons why he believes label declaration of the marker should be subject to this exemption; and
(2) The person requesting the exemption has received from the Commissioner of Food and Drugs a finding that
the marker is harmless and that the
exemption has been granted.
§ 501.103 Petitions requesting exemptions from or special requirements
for label declaration of ingredients.
The Commissioner of Food and
Drugs, either on his own initiative or
on behalf of any interested person who
has submitted a petition pursuant to
part 10 of this chapter may issue a proposal to amend § 501.4 to specify the
manner in which an ingredient(s) shall
be declared, i.e., by specific or class
name, or § 501.100 to exempt an ingredient(s) from the requirements for
label declaration.
[41 FR 38619, Sept. 10, 1976, as amended at 42
FR 15675, Mar. 22, 1977]

§ 501.105 Declaration of net quantity
of contents when exempt.
(a) The principal display panel of a
food in package form shall bear a declaration of the net quantity of contents. This shall be expressed in the
terms of weight, measure, numerical
count, or a combination of numerical
count and weight or measure. The
statement shall be in terms of fluid
measure if the food is liquid, or in
terms of weight if the food is solid,
semisolid, or viscous, or a mixture of
solid and liquid; except that such statement may be in terms of dry measure
if the food is a fresh fruit, fresh vegetable, or other dry commodity that is
customarily sold by dry measure. If
there is a firmly established general
consumer usage and trade custom of
declaring the contents of a liquid by
weight, or a solid, semisolid, or viscous
product by fluid measure, it may be
used. Whenever the Commissioner determines that an existing practice of
declaring net quantity of contents by
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