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§101.17 Food labeling warning and no-
tice statements.

(a) Self-pressurized containers. (1) The
label of a food packaged in a self-pres-
surized container and intended to be
expelled from the package under pres-
sure shall bear the following warning:

WARNING—Avoid spraying in eyes. Con-
tents under pressure. Do not puncture or in-
cinerate. Do not store at temperature above
120 °F'. Keep out of reach of children.

(2) In the case of products intended
for use by children, the phrase ‘‘except
under adult supervision’” may be added
at the end of the last sentence in the
warning required by paragraph (a)(1) of
this section.

(3) In the case of products packaged
in glass containers, the word ‘‘break”
may be substituted for the word ‘‘punc-
ture” in the warning required by para-
graph (a)(1) of this section.

(4) The words ‘‘Avoid spraying in
eyes’” may be deleted from the warning
required by paragraph (a)(1) of this sec-
tion in the case of a product not ex-
pelled as a spray.

(b) Self-pressurized containers with
halocarbon or hydrocarbon propellants.
(1) In addition to the warning required
by paragraph (a) of this section, the
label of a food packaged in a self-pres-
surized container in which the propel-
lant consists in whole or in part of a
halocarbon or a hydrocarbon shall bear
the following warning:

WARNING—Use only as directed. Inten-
tional misuse by deliberately concentrating
and inhaling the contents can be harmful or
fatal.

(2) The warning required by para-
graph (b)(1) of this section is not re-
quired for the following products:

(i) Products expelled in the form of a
foam or cream, which contain less than
10 percent propellant in the container.

(ii) Products in a container with a
physical barrier that prevents escape of
the propellant at the time of use.

(iii) Products of a net quantity of
contents of less than 2 ounces that are
designed to release a measured amount
of product with each valve actuation.

(iv) Products of a net quantity of
contents of less than one-half ounce.

(c) Food containing or manufactured
with a chlorofluorocarbon or other ozone-
depleting substance. Labeling require-
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ments for foods that contain or are
manufactured with a
chlorofluorocarbon or other ozone-de-
pleting substance designated by the
Environmental Protection Agency
(EPA) are set forth in 40 CFR part 82.

(d) Protein products. (1) The label and
labeling of any food product in liquid,
powdered, tablet, capsule, or similar
forms that derives more than 50 per-
cent of its total caloric value from ei-
ther whole protein, protein hydroly-
sates, amino acid mixtures, or a com-
bination of these, and that is rep-
resented for use in reducing weight
shall bear the following warning:

WARNING: Very low calorie protein diets
(below 400 Calories per day) may cause seri-
ous illness or death. Do Not Use for Weight
Reduction in Such Diets Without Medical
Supervision. Not for use by infants, children,
or pregnant or nursing women.

(2) Products described in paragraph
(d)(1) of this section are exempt from
the labeling requirements of that para-
graph if the protein products are rep-
resented as part of a nutritionally bal-
anced diet plan providing 400 or more
Calories (kilocalories) per day and the
label or labeling of the product speci-
fies the diet plan in detail or provides
a brief description of that diet plan and
adequate information describing where
the detailed diet plan may be obtained
and the label and labeling bear the fol-
lowing statement:

NoOTICE: For weight reduction, use only as
directed in the accompanying diet plan (the
name and specific location in labeling of the
diet plan may be included in this statement
in place of ‘‘accompanying diet plan’’). Do
not use in diets supplying less than 400 Cal-
ories per day without medical supervision.

(3) The label and labeling of food
products represented or intended for
dietery (food) supplementation that de-
rive more than 50 percent of their total
caloric value from either whole pro-
tein, protein hydrolysates, amino acid
mixtures, or a combination of these,
that are represented specifically for
purposes other than weight reduction;
and that are not covered by the re-
quirements of paragraph (d) (1) and (2)
of this section; shall bear the following
statement:

NoTICE: Use this product as a food supple-
ment only. Do not use for weight reduction.
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(4) The provisions of this paragraph
are separate from and in addition to
any labeling requirements promulgated
by the Federal Trade Commission for
protein supplements.

(5) Protein products shipped in bulk
form for use solely in the manufacture
of other foods and not for distribution
to consumers in such container are ex-
empt from the labeling requirements of
this paragraph.

(6) The warning and notice state-
ments required by paragraphs (d) (1),
(2), and (3) of this section shall appear
prominently and conspicuously on the
principal display panel of the package
label and any other labeling.

(e) Dietary supplements containing iron
or iron salts. (1) The labeling of any die-
tary supplement in solid oral dosage
form (e.g., tablets or capsules) that
contains iron or iron salts for use as an
iron source shall bear the following
statement:

WARNING: Accidental overdose of iron-
containing products is a leading cause of
fatal poisoning in children under 6. Keep this
product out of reach of children. In case of
accidental overdose, call a doctor or poison
control center immediately.

(2)(1) The warning statement required
by paragraph (e)(1) of this section shall
appear prominently and conspicuously
on the information panel of the imme-
diate container label.

(ii) If a product is packaged in unit-
dose packaging, and if the immediate
container bears labeling but not a
label, the warning statement required
by paragraph (e)(1) of this section shall
appear prominently and conspicuously
on the immediate container labeling in
a way that maximizes the likelihood
that the warning is intact until all of
the dosage units to which it applies are
used.

(3) Where the immediate container is
not the retail package, the warning
statement required by paragraph (e)(1)
of this section shall also appear promi-
nently and conspicuously on the infor-
mation panel of the retail package
label.

(4) The warning statement shall ap-
pear on any labeling that contains
warnings.

(6) The warning statement required
by paragraph (e)(1) of this section shall
be set off in a box by use of hairlines.
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(f) Foods containing psyllium husk. (1)
Foods containing dry or incompletely
hydrated psyllium husk, also known as
psyllium seed husk, and bearing a
health claim on the association be-
tween soluble fiber from psyllium husk
and reduced risk of coronary heart dis-
ease, shall bear a label statement in-
forming consumers that the appro-
priate use of such foods requires con-
sumption with adequate amounts of
fluids, alerting them of potential con-
sequences of failing to follow usage
recommendations, and informing per-
sons with swallowing difficulties to
avoid consumption of the product (e.g.,
“NOTICE: This food should be eaten
with at least a full glass of liquid. Eat-
ing this product without enough liquid
may cause choking. Do not eat this
product if you have difficulty in swal-
lowing.”’). However, a product in con-
ventional food form may be exempt
from this requirement if a viscous ad-
hesive mass is not formed when the
food is exposed to fluids.

(2) The statement shall appear promi-
nently and conspicuously on the infor-
mation panel or principal display panel
of the package label and any other la-
beling to render it likely to be read and
understood by the ordinary individual
under customary conditions of pur-
chase and use. The statement shall be
preceded by the word “NOTICE” in
capital letters.

(g) Juices that have mot been specifi-
cally processed to prevent, reduce, or
eliminate the presence of pathogens. (1)
For purposes of this paragraph (g),
“‘juice” means the aqueous liquid ex-
pressed or extracted from one or more
fruits or vegetables, purees of the edi-
ble portions of one or more fruits or
vegetables, or any concentrate of such
liquid or puree.

(2) The label of:

(i) Any juice that has not been proc-
essed in the manner described in para-
graph (g)(7) of this section; or

(ii) Any beverage containing juice
where neither the juice ingredient nor
the beverage has been processed in the
manner described in paragraph (g)(7) of
this section, shall bear the following
warning statement:

WARNING: This product has not been pas-
teurized and, therefore, may contain harmful
bacteria that can cause serious illness in
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children, the elderly, and persons with weak-
ened immune systems.

(3) The warning statement required
by this paragraph (g) shall not apply to
juice that is not for distribution to re-
tail consumers in the form shipped and
that is for use solely in the manufac-
ture of other foods or that is to be
processed, labeled, or repacked at a
site other than originally processed,
provided that for juice that has not
been processed in the manner described
in paragraph (g)(7) of this section, the
lack of such processing is disclosed in
documents accompanying the juice, in
accordance with the practice of the
trade.

(4) The warning statement required
by paragraph (g)(2) of this section shall
appear prominently and conspicuously
on the information panel or on the
principal display panel of the label of
the container.

(6) The word “WARNING” shall be
capitalized and shall appear in bold
type.

(6) The warning statement required
by paragraph (g)(2) of this section,
when on a label, shall be set off in a
box by use of hairlines.

(7)) The requirements in this para-
graph (g) shall not apply to a juice that
has been processed in a manner that
will produce, at a minimum, a reduc-
tion in the pertinent microorganism
for a period at least as long as the shelf
life of the product when stored under
normal and moderate abuse conditions,
of the following magnitude:

(A) A 5-log (i.e., 100,000-fold) reduc-
tion; or

(B) A reduction that is equal to, or
greater than, the criterion established
for process controls by any final regu-
lation requiring the application of Haz-
ard Analysis and Critical Control Point
(HACCP) principles to the processing of
juice.

(ii) For the purposes of this para-
graph (g), the ‘‘pertinent microorga-
nism”’ is the most resistant microorga-
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nism of public health significance that
is likely to occur in the juice.

[42 FR 14308, Mar. 15, 1977, as amended at 42
FR 22033, Apr. 29, 1977; 49 FR 13690, Apr. 6,
1984; 49 FR 28548, July 13, 1984; 61 FR 20100,
May 3, 1996; 62 FR 2249, Jan. 15, 1997; 63 FR
8118, Feb. 18, 1998; 63 FR 37055, July 8, 1998; 63
FR 63982, Nov. 18, 1998; 66 FR 17358, Mar. 30,
2001]

EFFECTIVE DATE NOTE: At 65 FR 76111, Dec.
5, 2000, §101.17 was amended by revising the
section heading and by adding paragraph (h),
effective Sept. 4, 2001. For the convenience of
the user, the revised and added text is set
forth as follows:

§101.17 Food labeling warning, notice, and
safe handling statements.
* * *

* *

(h) Shell eggs. (1) The label of all shell eggs,
whether in intrastate or interstate com-
merce, shall bear the following statement:

SAFE HANDLING INSTRUCTIONS: To
prevent illness from bacteria: keep eggs re-
frigerated, cook eggs until yolks are firm,
and cook foods containing eggs thoroughly.

(2) The label statement required by para-
graph (h)(1) of this section shall appear
prominently and conspicuously, with the
words ‘“‘SAFE HANDLING INSTRUCTIONS”
in bold type, on the information panel or
principal display panel of the container.

(3) The label statement required by para-
graph (h)(1) of this section shall be set off in
a box by use of hairlines.

(4) Shell eggs that have been, before dis-
tribution to consumers, specifically proc-
essed to destroy all viable Salmonella shall be
exempt from the requirements of paragraph
(h) of this section.

(5) The safe handling statement for shell
eggs that are not for direct sale to con-
sumers, e.g., those that are to be repacked or
labeled at a site other than where originally
processed, or are sold for use in food service
establishments, may be provided on cartons
or in labeling, e.g., invoices or bills of lading
in accordance with the practice of the trade.

(6) Under sections 311 and 361 of the Public
Health Service Act (PHS Act), any State or
locality that is willing and able to assist the
agency in the enforcement of paragraphs
(h)(1) through (h)(6) of this section, and is
authorized to inspect or regulate establish-
ments handling packed shell eggs, may in its
own jurisdiction, enforce paragraphs (h)(1)
through (h)(5) of this section through inspec-
tions under paragraph (h)(8) of this section
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and through administrative enforcement
remedies identified in paragraph (h)(7) of
this section until FDA notifies the State or
locality in writing that such assistance is no
longer needed. When providing such assist-
ance, a State or locality may follow the
hearing procedures set out in paragraphs
(h)(M)(1)(C) through (h)(7)(ii)(D) of this sec-
tion, substituting, where necessary, appro-
priate State or local officials for designated
FDA officials or may utilize State or local
hearing procedures if such procedures satisfy
due process.

(7) This paragraph (h) is established under
authority of both the Federal Food, Drug,
and Cosmetic Act (the act) and the PHS Act.
Under the act, the agency can enforce the
food misbranding provisions under 21 U.S.C.
331, 332, 333, and 334. However, 42 U.S.C. 264
provides for the issuance of implementing
enforcement regulations; therefore, FDA has
established the following administrative en-
forcement procedures for the relabeling, di-
version, or destruction of shell eggs and in-
formal hearings under the PHS Act:

(i) Upon finding that any shell eggs are in
violation of this section an authorized FDA
representative or State or local representa-
tive in accordance with paragraph (h)(6) of
this section may order such eggs to be re-
labeled under the supervision of said rep-
resentative, diverted, under the supervision
of said representative for processing in ac-
cordance with the Egg Products Inspection
Act (EPIA) (21 U.S.C. 1031 et seq.), or de-
stroyed by or under the supervision of an of-
ficer or employee of the FDA, or, if applica-
ble, of the State or locality, in accordance
with the following procedures:

(A) Order for relabeling, diversion, or destruc-
tion under the PHS Act. Any district office of
the FDA or any State or locality acting
under paragraph (h)(6) of this section, upon
finding shell eggs held in violation of this
regulation, may serve upon the person in
whose possession such eggs are found a writ-
ten order that such eggs be relabeled with
the required statement in paragraph (h)(1) of
this section before further distribution. If
the person chooses not to relabel, the dis-
trict office of the FDA or, if applicable, the
appropriate State or local agency may serve
upon the person a written order that such
eggs be diverted (from direct consumer sale,
e.g., to food service) under the supervision of
an officer or employee of the issuing entity,
for processing in accordance with the EPTA
(21 U.S.C. 1031 et seq.) or destroyed by or
under the supervision of the issuing entity,
within 10-working days from the date of re-
ceipt of the order.

(B) Issuance of order. The order shall in-
clude the following information:

(1) A statement that the shell eggs identi-
fied in the order are subject to relabeling, di-
version for processing in accordance with the
EPIA, or destruction;
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(2) A detailed description of the facts that
justify the issuance of the order;

(3) The location of the eggs;

(4) A statement that these eggs shall not
be sold, distributed, or otherwise disposed of
or moved except as provided in paragraph
(h)(T(E)(E) of this section;

(5) Identification or description of the
eggs;

(6) The order number;

(7) The date of the order;

(8) The text of this entire section;

(9) A statement that the order may be ap-
pealed by written appeal or by requesting an
informal hearing;

(10) The name and phone number of the
person issuing the order; and

(I11) The location and telephone number of
the responsible office or agency and the
name of its director.

(C) Approval of director. An order, before
issuance, shall be approved by the director of
the office or agency issuing the order. If
prior written approval is not feasible, prior
oral approval shall be obtained and con-
firmed by written memorandum as soon as
possible.

(D) Labeling or marking of shell eggs under
order. An FDA, State, or local representative
issuing an order under paragraph (h)(7)(i)(A)
of this section shall label or mark the shell
eggs with official tags that include the fol-
lowing information:

(1) A statement that the shell eggs are de-
tained in accordance with regulations issued
under section 361(a) of the PHS Act (42
U.S.C. 264(a)).

(2) A statement that the shell eggs shall
not be sold, distributed or otherwise disposed
of or moved except, after notifying the
issuing entity in writing, to:

(i) Relabel, divert them for processing in
accordance with the EPIA, or destroy them,
or

(ii) Move them to another location for
holding pending appeal.

(3) A statement that the violation of the
order or the removal or alteration of the tag
is punishable by fine or imprisonment or
both (section 368 of the PHS Act, 42 U.S.C.
271).

(4) The order number and the date of the
order, and the name of the government rep-
resentative who issued the order.

(E) Sale or other disposition of shell eggs
under order. After service of the order, the
person in possession of the shell eggs that
are the subject of the order shall not sell,
distribute, or otherwise dispose of or move
any eggs subject to the order unless and
until the notice is withdrawn after an appeal
except, after notifying FDA’s district office
or, if applicable, the State or local agency in
writing, to:

(1) Relabel, divert, or destroy them as spec-
ified in paragraph (h)(7)(i) of this section, or
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(2) Move them to another location for hold-
ing pending appeal.

(ii) The person on whom the order for re-
labeling, diversion, or destruction is served
may either comply with the order or appeal
the order to the FDA Regional Food and
Drug Director.

(A) Appeal of a detention order. Any appeal
shall be submitted in writing to the FDA
District Director in whose district the shell
eggs are located within 5-working days of the
issuance of the order. If the appeal includes
a request for an informal hearing, the hear-
ing shall be held within 5-working days after
the appeal is filed or, if requested by the ap-
pellant, at a later date, which shall not be
later than 20-calendar days after the
issuance of the order. The order may also be
appealed within the same period of 5-working
days by any other person having an owner-
ship or proprietary interest in such shell
eggs. The appellant of an order shall state
the ownership or proprietary interest the ap-
pellant has in the shell eggs.

(B) Summary decision. A request for a hear-
ing may be denied, in whole or in part and at
any time after a request for a hearing has
been submitted, if the FDA Regional Food
and Drug Director or his or her designee de-
termines that no genuine and substantial
issue of fact has been raised by the material
submitted in connection with the hearing or
from matters officially noticed. If the FDA
Regional Food and Drug Director determines
that a hearing is not justified, written notice
of the determination will be given to the par-
ties explaining the reason for denial.

(C) Informal hearing. Appearance by any ap-
pellant at the hearing may be by mail or in
person, with or without counsel. The infor-
mal hearing shall be conducted by the FDA
Regional Food and Drug Director or his des-
ignee, and a written summary of the pro-
ceedings shall be prepared by the FDA Re-
gional Food and Drug Director.

(I) The FDA Regional Food and Drug Di-
rector may direct that the hearing be con-
ducted in any suitable manner permitted by
law and this section. The FDA Regional
Food and Drug Director has the power to
take such actions and make such rulings as
are necessary or appropriate to maintain
order and to conduct an informal fair, expe-
ditious, and impartial hearing, and to en-
force the requirements concerning the con-
duct of hearings.

(2) Employees of FDA will first give a full
and complete statement of the action which
is the subject of the hearing, together with
the information and reasons supporting it,
and may present oral or written information
relevant to the hearing. The party request-
ing the hearing may then present oral or
written information relevant to the hearing.
All parties may conduct reasonable examina-
tion of any person (except for the presiding
officer and counsel for the parties) who
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makes any statement on the matter at the
hearing.

(3) The hearing shall be informal in nature,
and the rules of evidence do not apply. No
motions or objections relating to the admis-
sibility of information and views will be
made or considered, but any party may com-
ment upon or rebut any information and
views presented by another party.

(4) The party requesting the hearing may
have the hearing transcribed, at the party’s
expense, in which case a copy of the tran-
script is to be furnished to FDA. Any tran-
script of the hearing will be included with
the FDA Regional Food and Drug Director’s
report of the hearing.

(5) The FDA Regional Food and Drug Di-
rector shall prepare a written report of the
hearing. All written material presented at
the hearing will be attached to the report.
Whenever time permits, the FDA Regional
Food and Drug Director may give the parties
the opportunity to review and comment on
the report of the hearing.

(6) The FDA Regional Food and Drug Di-
rector shall include as part of the report of
the hearing a finding on the credibility of
witnesses (other than expert witnesses)
whenever credibility is a material issue, and
shall include a recommended decision, with a
statement of reasons.

(D) Written appeal. If the appellant appeals
the detention order but does not request a
hearing, the FDA Regional Food and Drug
Director shall render a decision on the ap-
peal affirming or revoking the detention
within 5-working days after the receipt of
the appeal.

(E) Regional Food and Drug Director deci-
sion. If, based on the evidence presented at
the hearing or by the appellant in a written
appeal, the FDA Regional Food and Drug Di-
rector finds that the shell eggs were held in
violation of this section, he shall affirm the
order that they be relabeled, diverted under
the supervision of an officer or employee of
the FDA for processing under the EPIA, or
destroyed by or under the supervision of an
officer or employee of the FDA; otherwise,
the FDA Regional Food and Drug Director
shall issue a written notice that the prior
order is withdrawn. If the FDA Regional
Food and Drug Director affirms the order he
shall order that the relabeling, diversion, or
destruction be accomplished within 10-work-
ing days from the date of the issuance of his
decision. The FDA Regional Food and Drug
Director’s decision shall be accompanied by
a statement of the reasons for the decision.
The decision of the FDA Regional Food and
Drug Director shall constitute final agency
action, reviewable in the courts.

(F) No appeal. If there is no appeal of the
order and the person in possession of the
shell eggs that are subject to the order fails
to relabel, divert, or destroy them within 10-
working days, or if the demand is affirmed
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by the FDA Regional Food and Drug Direc-
tor after an appeal and the person in posses-
sion of such eggs fails to relabel, divert, or
destroy them within 10-working days, the
FDA district office, or, if applicable, the
State or local agency may designate an offi-
cer or employee to divert or destroy such
eggs. It shall be unlawful to prevent or to at-
tempt to prevent such diversion or destruc-
tion of the shell eggs by the designated offi-
cer or employee.

(8) Persons engaged in handling or storing
packed shell eggs for retail distribution shall
permit authorized representatives of FDA to
make at any reasonable time such inspection
of the establishment in which shell eggs are
being held, including inspection and sam-
pling of the labeling of such eggs as may be
necessary in the judgment of such represent-
atives to determine compliance with the pro-
visions of this section. Inspections may be
made with or without notice and will ordi-
narily be made during regular business
hours.

(9) No State or local governing entity shall
establish or continue in effect any law, rule,
regulation, or other requirement requiring
safe handling instructions on unpasteurized
shell eggs that are less stringent than those
required in paragraphs (h)(1) through (h)(5)
of this section.

§101.18 Misbranding of food.

(a) Among representations in the la-
beling of a food which render such food
misbranded is a false or misleading
representation with respect to another
food or a drug, device, or cosmetic.

(b) The labeling of a food which con-
tains two or more ingredients may be
misleading by reason (among other rea-
sons) of the designation of such food in
such labeling by a name which includes
or suggests the name of one or more
but not all such ingredients, even
though the names of all such ingredi-
ents are stated elsewhere in the label-
ing.

(c) Among representations in the la-
beling of a food which render such food
misbranded is any representation that
expresses or implies a geographical ori-
gin of the food or any ingredient of the
food except when such representation
is either:

(1) A truthful representation of geo-
graphical origin.

(2) A trademark or trade name pro-
vided that as applied to the article in
question its use is not deceptively
misdescriptive. A trademark or trade
name composed in whole or in part of
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geographical words shall not be consid-
ered deceptively misdescriptive if it:

(i) Has been so long and exclusively
used by a manufacturer or distributor
that it is generally understood by the
consumer to mean the product of a par-
ticular manufacturer or distributor; or

(ii) Is so arbitrary or fanciful that it
is not generally understood by the con-
sumer to suggest geographic origin.

(3) A part of the name required by ap-
plicable Federal law or regulation.

(4) A name whose market signifi-
cance is generally understood by the
consumer to connote a particular class,
kind, type, or style of food rather than
to indicate geographical origin.

Subpart B—Specific Food Labeling
Requirements

§101.22 Foods; labeling of spices,
flavorings, colorings and chemical
preservatives.

(a)(1) The term artificial flavor or arti-
ficial flavoring means any substance,
the function of which is to impart fla-
vor, which is not derived from a spice,
fruit or fruit juice, vegetable or vege-
table juice, edible yeast, herb, bark,
bud, root, leaf or similar plant mate-
rial, meat, fish, poultry, eggs, dairy
products, or fermentation products
thereof. Artificial flavor includes the
substances listed in §§172.515(b) and
182.60 of this chapter except where
these are derived from natural sources.

(2) The term spice means any aro-
matic vegetable substance in the
whole, broken, or ground form, except
for those substances which have been
traditionally regarded as foods, such as
onions, garlic and celery; whose signifi-
cant function in food is seasoning rath-
er than nutritional; that is true to
name; and from which no portion of
any volatile oil or other flavoring prin-
ciple has been removed. Spices include
the spices listed in §182.10 and part 184
of this chapter, such as the following:

Allspice, Anise, Basil, Bay leaves, Caraway
seed, Cardamon, Celery seed, Chervil, Cin-
namon, Cloves, Coriander, Cumin seed, Dill
seed, Fennel seed, Fenugreek, Ginger,
Horseradish, Mace, Marjoram, Mustard
flour, Nutmeg, Oregano, Paprika, Parsley,
Pepper, black; Pepper, white; Pepper, red;
Rosemary, Saffron, Sage, Savory, Star ani-
seed, Tarragon, Thyme, Turmeric.



