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CITIZEN PETITION

The undersigned, on behalf of our client, submits this petition under the Federal Food,
Drug, and Cosmetic Act (the “FDC Act”) and 21 CF.R. §10.30 to request that the
Commissioner of Food and Drugs amend 21 C.F.R. § 101.36 and 21 C.F.R. § 101.100 te permit
a dietary supplement manufacturer to include the phrase “may contain” or “may also contain” on
a label of a finished product to list ingredients that are not dietary ingredients, or that do not
contain dietary ingredients, when the, manufacturer uses multiple suppliers to source a dietary

supplement product.
A. Action Requested

Petitioner requests that FDA amend its regulations on nutrition labeling of dietary
supplements and exemptions from food labeling requirements, 21 C.F.R. § 101.36 and 21 C.F.R.
§ 101.100, to allow a manufacturer that uses multiple suppliers to source a finished-form dietary
supplement with differing ingredients that are not dietary ingredients, or that do not contain
dietary ingredients (g.g., excipients, fillers, artificial colors, artificial sweeteners, flavors, and
binders), to include the phrase “may contain” or “may also contain” on the label of a finished
product to list uncommon ingredients (i.e., those uniquely provided by a particular supplier).!
For simplicity, the petitioner will use the phrase “other ingredients” to cover this class of
ingredients that are not dietary ingredients or that do not contain dietary ingredients. The
requested amendment will ensure that appropriate disclosures regarding ingredients are given,
while allowing the manufacturer the flexibility to source the finished products from more than
one supplier and to avoid multiple product inventories and costly labeling changes that result
from current regulatory requirements.

' We will refer to “may contain” in this petition to include both types of phrases.
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The relevant portions of the applicable statutory and regulatory provisions, as well as the
amendment proposed in this petition, are included in Attachment A.

B. Statement of Grounds

1. Introduction

Our client is a manufacturer of dietary supplement products. The company also packages
thousands of dietary supplement products for hundreds of retail customers, typically under the
distributor’s name. Each product must be individually prepared to identify the particular
product, the distributor, and any other information specific to that item. The products must be
prepared for, and shipped to, distributors in a short period of time.

Our client must use multiple suppliers to source some finished dietary supplement
products to: (1) ensure an uninterrupted supply of product to its retail customers; (2) prevent
disruption of its production schedule caused by short-term demands of its suppliers; and (3) keep
its costs under control. Although the dietary ingredients, their sources, and their respective
amounts are identical and the labeling for the finished product contains all nutrition and
supplement labeling information, other ingredients can vary slightly from supplier to supplier.

2. tatutory and Regulatory Backgroun

According to section 403(i)(2) of the FDC Act, a food is misbranded unless the product
label bears, “in case it is fabricated from two or more ingredients, the common or usual name of
each such ingredient . . . .” 21 U.S.C. §343(i)(2). FDA may, however, promulgate an
exemption if compliance with this requirement would be “impracticable, or results in deception
or unfair competition.” Id. A dietary supplement is misbranded if its label or labeling fails to list
the name of each ingredient of the supplement. 21 U.S.C. § 343(s).

With limited exception (to be discussed), FDA requires ingredients that must be declared
on the label or labeling of a dietary supplement to be listed by common or usual name in
descending order of predominance by weight on either the principal display panel or the
information panel. 21 C.F.R. § 101.4(a)(1). Ingredients that are listed in the nutrition label of a
dietary supplement need not be repeated in the ingredient list. 21 C.F.R. § 101.36. Under
FDA’s regulations,

When present, the ingredient list on dietary supplement products
shall be located immediately below the nutrition label, or, if there
is insufficient space below the nutrition label, immediately
contiguous and to the right of the nutrition label and shall be
preceded by the word “Ingredients,” unless some ingredients (i.e.,
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source.; are wdeiin 4 within ihe nutrition label in accordance with
§ 101.36(d) [a reguinrtory provision concerning nutrition labeling
of dietary supplements], in which case the ingredients listed
outside the nutrition label shall be in a list preceded by the words
“Other ingredients.” Ingredients in dietary supplements that are
not dietary ingredients or that do not contain dietary ingredients,
such as excipients, fillers, artificial colors, artificial sweeteners,
flavors, or binders, shall be included in the ingredient list.

21 CF.R. § 101.4(g). In addition, the agency requires the label of a dietary supplement that is
offered for sale to provide nutrition labeling, unless an exemption applies. 21 C.F.R.

§ 101.36(a).

As previously noted, the FDC Act and FDA'’s regulations provide specific exemptions to
certain food labeling requirements. See, e.g., 21 U.S.C. §§ 343(i) and 345; 21 C.F.R. § 101.100.
There are several exemptions from the ingredient declaration requirement, including, in relevant
part: (1) exemptions for foods that are being shipped for further processing, (2) incidental
additives, and (3) foods that arrive at the retail establishment in bulk containers and are displayed
at retail in the bulk container with its labeling in plain sight or in connection with counter cards

or signs. 21 C.F.R. § 101.100.

In addition, dietary supplements are subject to the exemptions specified as follows in:

(1) Section 101.9(G)(1) [Le., a regulatory provision
concerning nutrition labeling] for foods that are offered
for sale by a person who makes direct sales to
consumers (1.e., a retailer) who has annual gross sales
or business done in sales to consumers that is not more
than $500,000 or has annual gross sales made or
business done in sales of food to consumers of not more
than $50,000, and whose Ilabels, labeling, and
advertising do not provide nutrition information or
make a nutrient content or health claim;

(2) Section 101.9(})(18) for foods that are low-volume
products (that is, they meet the requirements for units
sold in § 101.9(G)(18)(i) or (j)(18)(ii)) [not discussed
here]; that, except as provided in § 101.9(j)(18)(iv) [not
discussed here], are the subject of a claim for an
exemption that provides the information required under
§ 101.9()(18)(iv), that is filed before the beginning of



ARNALL GOLDEN & GREGORY, LLP

Dockets Management Branch
June 2, 2000
Page 4

the time period for which the exemption is claimed, aiiu
that is filed by a person, whether it is the manufacturer,
packer, or distributor, that qualifies to claim the
exemption under the requirements for average full-time
equivalent employees in § 101.9G)(18)(i) or ()(18)(i1),
and whose labels, labeling, and advertising do not
provide nutrition information or make a nutrient content
or health claim;

3) Section 101.9(j)(9) for foods shipped in bulk form that
are not for distribution to consumers in such form and
that are for use solely in the manufacture of other
dietary supplements or that are to be processed, labeled,
or repacked at a site other than where originally
processed or packed.

21 C.FR. § 101.36(h).

None of the exemptions apply in this case. Petitioner wants to make clear that this
petition is limited in scope, and requests only a “may contain” labeling variance when the
finished dietary supplement contains varying non-dietary ingredients due to sourcing the dietary
supplement from multiple suppliers; all other requirements for dietary supplement product
labeling would be met. In Attachment B, petitioner provides a representation of the proposed
labeling intended to be used with a representative dietary supplement product.

3. It is impracticable to list all other ingredients when a
dietary supplement manufacturer uses multiple suppliers

Current labeling requirements do not provide an option for a “may contain” statement
and, therefore, force our client to select one of three alternatives, all of which will cause
significant reduction in the company’s profitability and none of which are practical: (1) purchase
the finished dietary supplement product from only one supplier; (2) carry separate inventories of
labeling to accommodate slight variations in other ingredients caused by the need to use multiple
sources of supply for each supplier’s finished product; or (3)require different suppliers to
manufacture the finished product to the same formula. Each of these alternatives 1s discussed

below.
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Alternative 1 — Purchase the finished dietary supplement produc’ from only one
supplier. If a company uses only one supplier, the company runs the risk of not having the
dietary supplement product available when that single supplier is experiencing production
difficulties or is otherwise unable to meet higher than forecasted demand.

Alternative 2 — Carry separate inventories of labeling materials to accommodate
slight variations in other ingredients caused by the need to use multiple sources of supply
for each supplier’s finished product. Our client cannot reasonably carry separate inventories
of multiple versions of the same carton or label for each product in its dietary supplement line.
In addition to the substantial economic impact of maintaining adequate warehouse space to store
the separate labeling and packaging inventories that must be maintained for finished product
made from slightly different ingredients that are not dictary ingredients, there will be increased
costs relating to the establishment of new stock keeping units (SKUs) and inventory controls, as
well as those relating to the revision of all supporting documentation. Moreover, the risk of
labeling mixups will increase significantly. Finally, the additional personnel and resources
necessary to maintain duplicate labeling and packaging inventories and to monitor that the
proper labeling is used for each finished product will be cost-prohibitive and not provide any
significant benefit to consumers.

Alternative 3 — Require different suppliers to manufacture the finished product to
the same formula. Our client has explored this option with its suppliers and has determined that
this is impracticable. Each manufacturer has different equipment, different raw materials, and
different expertise in compounding and processing these materials. A change to a formula with
which they do not have experience would, at the very least, be time-consuming and expensive
and, in many cases, not feasible. At worst, it could also lead to production problems, delays, and

inferior product quality.

4, A grant of the requested variance is consistent with FDA policy

FDA recently reviewed a request, similar to that made in this petition, although that
request related to an OTC drug product. Specifically, on November 23, 1999, the agency
granted Zee Medical, Inc.’s Application for Exemption regarding the listing of inactive
ingredients on the company’s PainAid® Pain Relief tablets. See Attachment C. Zee Medical
requested that FDA allow the use of the phrase “may contain” to list inactive ingredients that
may or may not be present in the product, because the company obtained bulk tablets from three
different suppliers whose formulations contain different inactive ingredients and it would be
impracticable for Zee Medical’s method of manufacturing and distribution operations. While the
Zee application referred only to OTC drugs, we see no reason why FDA’s positive response to
that application should be different in this case; the same rationale applies.
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In addition, FDA provides for the type of statement that is requested in this petition in its
regulations on designation of food ingredients.  Specifically, the agency permits fat and oil
ingredients not present in the food product to be listed “if they may sometimes be used in the
product.” 21 C.F.R. § 101.4(b)(14). These ingredients are to be identified by words indicating
that they may not be present, such as “or,” “and/or,” and “contains one or more of the
following:” Id. The same description may be used for leavening agents, yeast nutrients, dough
conditioners, and firming agents not present in the food product if they are sometimes used in the
product. 21 C.F.R. § 101.4(b)(14), (16)-(19).

Based on past agency action, petitioner asks that FDA permit the inclusion of a “may
contain” statement to list non-dietary ingredients that may or may not be in the product when the
dietary supplement manufacturer uses multiple suppliers. A grant of a variance in this limited
case will not present a risk to the public health. The inclusion of a “may contain” statement
notifies the consumer that another ingredient, not a dietary ingredient or one that contains a
dietary ingredient, may or may not be in the dietary supplement product. With the other
ingredients listed, the consumer can then determine whether to purchase the finished product. It
is possible that the consumer is allergic to a specific ingredient and will decide not to select a
given product due to the possible safety considerations. At worst, because of the “may contain”
statement, the consumer will not buy the dietary supplement. Although this could have an
economic effect on the manufacturer, it will not present any potential threat to the public health.

C. Environmental Impact

According to 21 C.F.R. §25.30(j) and (k), this petition qualifies for a categorical
exclusion from the requirement for submission of an environmental assessment.

D. Economic Impact

According to 21 C.F.R. § 10.30(b), petitioner will, upon request by the Commissioner,
submit economic impact information.
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E. Certification

The undersigned certifies, that, to the best knowledge and belief of the undersigned, this
petition includes all information and views on which the petition relies, and that it includes
representative data and information known to the petitioner which are unfavorable to the petition.

Respectfully submitted,

,d/a,\ M.’HS ;C

Alan G. Minsk

Amall Golden & Gregory, LLP
2800 One Atlantic Center

1201 West Peachtree Street
Atlanta, GA 30309-3450
404-873-8690 (phone)
404-873-8691 (fax)

Attachments

999578.1



ATTACHMENT A

e Proposed amendment to current 21 C.F.R. § 101.36 would read:

-ciary supplements are subject to the exemptions specified as
fallows 1n:

(6) Section 101.100(a)(5) for a dietary supplement product
that is sourced from more than one supplier and which
contains non-dietary ingredients (e.g., excipients, fillers,
artificial colors, artificial sweeteners, flavors, and
binders), and where the product label states: “ ‘May
contain’ [or ‘May also contain’] [name of the non-
dietary ingredient],” if the non-dietary ingredient listed
may sometimes be used in the finished product.
Alternatively, similar language described in 21 C.F.R.
§ 101.4(b)(14), (16)-(19) may be used after the listing of
common other ingredients.

(Emphasis added.)

e Proposed amendment to current 21 C.F.R. § 101.100 would read:

(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).

(5) A dietary supplement product that is sourced by
multiple suppliers and which contains non-dietary
ingredients (e.g., excipients, fillers, artificial colors,
artificial sweeteners, flavors, and binders), and where
the product label states: “ ‘May contain’ [or ‘May also
contain’] [name of other ingredient].” Alternatively,
similar language described in 21 C.F.R. § 101.4(b)(14),
(16)-(19) may be used after the listing of common other
ingredients.

(Emphasis added.)
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§ 403 (§ 343)

Federal Food, Drug, and Cosmetic Act

the burden of proof on each element to show that a dietary supplement is

adulterated. The court sh i i i
o ed shall decide any issue under this paragraph on ade

(2.) Bt.’.fore the Secretary may report to a United States attorney a
violation of paragraph (1)(A) for a civil proceeding, the person against
whgm such proceeding would be initiated shall be given appropriate
notice and the opportunity to present views, orally and in writing, at
least 10 days before such notice, with regard to such proceeding.’

(g) —

(1) If it is a dietary supplement and it has been prepared, packed, or
held ynder conditions that do not meet current good manufactur,ing
prac_tlcg regulations, including regulations requiring, when necessary
expiration date labeling, issued by the Secretary under subparagraph (2)?

(2) T'he Secret.ary may by regulation prescribe good manufacturing
practices for dietary supplements. Such regulations shall be modeled
after current good manufacturing practice regulations for food and
may not impose standards for which there is no current and generally
avaxlaple analytical methodology. No standard of current good manu-
_facturmg prfactice may be imposed unless such standard is included
in a rggu]auon promulgated after notice and opportunity for com-
ment in accordance with chapter 5 of title 5, United States Code.

SEC. 403. {343). MiSBRANDED FoOD.

A food shall be deemed to be misbranded —

(a) If (1) its labeling i§ false or misleading in any particular, or (2) in the
(:isscieog a fqod to which section 411 applies, its advertising is false or

ading 1n a material respect or its labeling is in violati i
1o pect or its labeling is in violation of section
(b) If it is offered for sale under the name of another food.

(c) If it is an imitation of another food, unless its label bears, in type of

uniform size and prominence, the word “imitation” and, immediately there-
after, the name of the food imitated.

(d) If its container is so made, formed, or filled as to be misleading.

(e) If in package form unless it bears a label containing (1) the name and
place of business of the manufacturer, packer, or distributor; and (2) an
accurate statement of the quantity of the contents in terms of weight, mea-
sure, or numencal count, except that under clause (2) of this parz;graph
reasonable variations shall be permitted, and exemptions as to small pack-
ages shall be established, by regulations prescribed by the Secretary.

g) If any wqrd, statement, or other information required by or under au-
ority of this Act to appear on the label or labeling is not prominently

Pub. L. No. 75-717, 52 Stat. 1040 (1938)

5403 (§ 343)

placed thereon with such conspicuousness (as compared ‘vith other words,
statements, designs, or devices, in the labeling) and in such terms as to
render it likely to be read and understood by the ordinary individual under
customary conditions of purchase and use.

(g) If it purports to be or is represented as a food for which a definition
and standard of identity has been prescribed by regula ns « provided
by section 401, unless (1) it conforms to such definition and standard, and
(2) its label bears the name of the food specified in th detinition and
standard, and, insofar as may be required by such regulations, the com-
mon names of optional ingredients (other than spices, flavoring, and col-
oring) present in such food.

(h) If it purports to be or is represented as —

(1) a food for which a standard of quality has been prescribed by
regulations as provided by section 401, and its quality falls below
such standard, unless its label bears, in such manner and form as such
regulations specify, a statement that it falls below such standard; or

(2) a food for which a standard or standards of fill of container have
been prescribed by regulations as provided by section 401, and it
falls below the standard of fill of container applicable thereto, unless
its label bears, in such manner and form as such regulations specify. a
statement that it falls below such standard.

(i) Unless its label bears (1) the common or usual name of the food, if any
there be, and (2) in case it is fabricated from two or more ingredients, the
common or usual name of each such ingredient and if the food purports to
be a beverage containing vegetable or fruit juice, a statement with appro-
priate prominence on the information panel of the total percentage of such
fruit or vegetable juice contained in the food; except that st ices, flavor-
ings, and colors not required to be certified under section ~ 21(c) unless
sold as spices, flavorings, or such colors, may be designated as spices,
flavorings, and colorings without naming each. To the extent that compli-
ance with the requirements of clause (2) of this paragraph is impracti-
cable, or results in deception or unfair competition. « et..j 1ons shall be
established by regulations promulgated by the Secretary.

(j) If it purports to be or is represented for special dietary uses. unless its
label bears such information concerning its vitamin, mineral, and other
dietary properties as the Secretary determines to be, and by regulations
prescribes as, necessary in order fully to inform purchasers as to its value
for such uses.

(k) If it bears or contains any artificial flavoring, artificial coloring, or
chemical preservative, unless it bears labeling stating that fact, except
that to the extent that compliance with the requirements of this paragraph
is impracticable, exemptions shall be established by regulations promul-
gated by the Secretary. The provisions of this paragraph and paragraphs




|70

I WYV \J vewtw)

tailer or wholesaler of dietary supplements in any way whatsoever in the »
sale of books or other publications as a part of the business of such re- ¥

tailer or wholesaler.

(c) BURDEN OF PROOF. — In any proceeding brought under subsection
(a), the burden of proof shall be on the United States to establish that an §

article or other such matter is false or misleading.

SEC. 403C [343-3]. DISCLOSURE.
(a) No provision of section 201(n), 403(a), or 409 shall be construed to

require on the label or labeling of a food a separate radiation disclo-
sure statement that is more prominent than the declaration of ingre-
dients required by section 403(i)(2).

(b) In this section, the term “radiation disclosure statement” meansa }
written statement that discloses that a food has been intentionally

subject to radiation.

SEC. 404. [344]. EMERGENCY PERMIT CONTROL.

(a) Whenever the Secretary finds after investigation that the distribution
in interstate commerce of any class of food may, by reason of contamina- |
tion with micro-organisms during the manufacture, processing, or pack- §
ing thereof in any locality, be injurious to health, and that such injurious §

nature cannot be adequately determined after such articles have entered
Interstate commerce, he then, and in such case only, shall promulgate regu-

lations providing for the issuance, to manufacturers, processors, or pack-

ers of such class of food in such locality of permits to which shall be

attached such conditions governing the manufacture, processing, or pack-
aging of such class of food, for such temporary period of time, as may be 1
necessary to protect the public health; and after the effective date of such }
regulations, and during such temporary period, no person shall introduce
or deliver for introduction into interstate commerce any such food manu-
factured, processed, or packed by any such manufacturer, processor, or 4

packer unless such manufacturer, processor, or packer holds a permit is-
sued by the Secretary as provided by such regulations.

(b) The Secretary is authorized to suspend immediately upon notice any
permit issued under authority of this section if it is found that any of the
conditions of the permit have been violated. The holder of a permit so
suspended shall be privileged at any time to apply for the reinstatement of
such permit, and the Secretary shall, immediately after prompt hearing
and an inspection of the establishment, reinstate such permit if it is found
that adequate measures have been taken to comply with and maintain the
conditions of the permit, as originally issued or as amended.

() Any officer or employee duly designated by the Secretary shall have
access to any factory or establishment, the operator of which holds a per-

FDLI

reaeral rood, Lrug, and Cosmetic Act §

§ 407 (§ 347)

Pub. L. No. 75-717, 52 Stat. 1040 (1938)

mit from the Secretary, for the purpose of ascertaii ing  hether or not the
conditions of the permit are being complied with, and «. niai of access for
such inspection shall be ground for suspension o: the permit until such
access is freely given by the operator.

] SEC. 405. [345]. REGULATIONS MAKING EXEMPTIONS.

The Secretary shall promuigate regulations exempting from any Iabeling
requirement of this Act (1) small open containers of fresh fruits and fresh
vegetables and (2) food which is in accordance with the practice of the
trade, to be processed, labeled, or repacked in substantial quantities at
establishments other than those where originally processed or packed, or
condition that such food is not adulterated or misbranded under the provi-
sions of this Act upon removal from such processing, labeling, or repack-
ing establishment. This section does not apply to the labeling require-
ments of sections 403(q) and 403(r).

SEC. 406. [346]. TOLERANCES FOR POISONOUS INGREDIENTS IN FOOD.

Any poisonous or deleterious substance added to any food except where
such substance is required in the production thercof : - -ar  t be avoided
by good manufacturing practice shall be deemed :-. be uisafe for pur-
poses of the application of clause (2)(A) of section 4() '(a); hut when such
substance is so required or cannot be so avoided, the . .2cr:"ary shall pro-
mulgate regulations limiting the quantity therein or thereon to such extent
as he finds necessary for the protection of public health, and any quantity
exceeding the limits so fixed shall also be deemed to be unsafe for pur-
poses of the application of clause (2)(A) of section 402(a). While such a
regulation is in effect limiting the quantity of any such substance in the
case of any food, such food shall not, by reason of bearing or containing
any added amount of such substance, be considered to b+ actu/terated within
the meaning of clause (1) of section 402(a). In deterr: .ing e quantity of
such added substance to be tolerated in or on different articles of food the
Secretary shall take into account the extent to which the use of such sub-
stance is required or cannot be avoided in the production of each such
article, and the other ways in which the consumer may be affected by the
same or other poisonous or deleterious substances.

SEC. 407. [347].! OLEOMARGARINE OR MARGARINE.

(a) Colored oleomargarine or colored margarine which is sold in the same
State or Territory in which it is produced shall be subject in the same

{ Public Law 81-459, March 16 1950 (64 Stat. 20), amended section 15 of the Federal

Trade Commission Act by adding the following subsection:

continued

COMPILATION OF FOOD AND DRUG LAWS - SUF'"LEMENT
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indicating the type of dietary ingredi-
ents that are in the product (e.g., herb-
al supplement with vitamins).

{42 FR 14308, Mar. 15, 1977, as amended at 48
FR 10811, Mar. 15, 1983; 58 FR 2227, Jan. 6,
1993; 60 FR 67174, Dec. 28, 1995; 62 FR 49847,

Sept. 23, 1997]

§101.4 Food; designation oi ingredi-
ents.

(a)(1) Ingredients required wu be de-
clared on the label or labeling of a
food, including foods that comply with
standards of identity, except those in-
gredients exempted by §101.100, shall be
listed by common or usual name in de-
scending order of predominance by
weight on either the principal display
panel or the information panel in ac-
cordance with the provisions of §101.2,
except that ingredients in dietary sup-
plements that are listed in the nutri-
tion label in accordance with §101.36
need not be repeated in the ingredient
list. Paragraph (g) of this section de-
scribes the ingredient list on dietary
supplement products.

(2) The descending order of predomi-
nance requirements of paragraph (a)(1)
of this section do not apply to ingredi-
ents present in amounts of 2 percent or
less by weight when a listing of these
ingredients is placed at the end of the
ingredient statement following an ap-
propriate quantifying statement, e.g.,
‘“‘Contains __ percent or less of '
or “Less than __ percent of .’ The
blank percentage within the quanti-
fying statement shall be filled in with
a threshold level of 2 percent, or, if de-
sired, 1.5 percent, 1.0 percent, or 0.5
percent, as appropriate. No ingredient
to which the quantifying phrase applies
may be present in an amount greater
than the stated threshold.

(b) The name of an ingredient shall
be a specific name and not a collective
(generic) name, except that:

(1) Spices, flavorings, colorings and
chemical preservatives shall be de-
clared according to the provisions of
§101.22,

(2) An ingredient which itself con-
tains two or more ingredients and
which has an established common or
usual name, conforms to a standard es-
tablished pursuant to the Meat Inspec-
tion or Poultry Products Inspection
Acts by the U.S. Department of Agri-

15
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culture, or conforms to a definition and
standard of identity established pursu-
ant to section 401 of the Federal Food,
Drug, and Cosmetic Act, shall be des-
ignated in the statement of ingredients
on the label of such food by either of
the following alternatives:

(i) By declaring the established com-
mon or usual name of the ingredient
followed by a parenthetical listing of
all ingredients contained therein in de-
scending order of predominance except
that, if the ingredient is a food subject
to a definition and standard of identity
established in subchapter B of this
chapter that has specific labeling pro-
visions for optional ingredients, op-
tional ingredients may be declared
within the parenthetical listing in ac-
cordance with those provisions.

(ii) By incorporating into the state-
ment of ingredients in descending order
of predominance in the finished food,
the common or usual name of every
component of the ingredient without
listing the ingredient itself.

(3) Skim milk, concentrated skim
milk, reconstituted skim milk, and
nonfat dry milk may be declared as
“skim milk” or “nonfat milk”.

(4) Milk, concentrated milk, reconsti-
tuted milk, and dry whole milk may be
declared as ‘“‘milk"’.

(6) Bacterial cultures may be de-
clared by the word ‘“‘cultured’ followed
by the name of the substrate, e.g.,
‘“‘made from cultured skim milk or cul-
tured buttermilk”’.

(6) Sweetcream buttermilk, con-
centrated sweetcream buttermilk, re-
constituted sweetcream buttermilk,
and dried sweetcream buttermilk may
be declared as “buttermilk”’.

(7) Whey, concentrated whey, recon-
stituted whey, and dried whey may be
declared as ‘“‘“whey’’.

(8) Cream, reconstituted cream, dried
cream, and plastic cream (sometimes
known as concentrated milk fat) may
be declared as ‘“‘cream?.

(9) Butteroil and anhydrous butterfat
may be declared as ‘‘butterfat’.

(10) Dried whole eggs, frozen whole
eggs, and liquid whole eggs may be de-
clared as ‘‘eggs”’.

(11) Dried egg whites, frozen egg
whites, and liquid egg whites may be
declared as ‘‘egg whites”’.
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(12) Dried egg yolks, frozen egg yolks,
and liquid egg yolks may be declared as
“‘egg yolks’’.

(13) [Reserved]

(14) Each individual fat and/or oil in-
gredient of a food intended for human
ccnsumption shall be declared by its
specific common or usual name (e.g.,
“pbeef fat”, ‘“‘cottonseed o0il”’) in its
order of predominance in the food ex-
cept that blends of fats and/or oils may
be designated in their order of pre-
dominance in the foods as *‘*
shortening” or *‘blend of oils”’,
the blank to be filled in with the word
“vegetable”, “‘animal”’, ‘“‘marine’’, with
or without the terms ‘“‘fat’ or ‘*‘oils’’,
or combination of these, whichever is
applicable if, immediately following
the term, the common or usual name of
each individual vegetable, animal, or
marine fat or oil is given in paren-
theses, e.g., ‘‘vegetable oil shortening
(soybean and cottonseed oil)”. For
products that are blends of fats and/or
oils and for foods in which fats and/or
oils constitute the predominant ingre-
dient, i.e., in which the combined
weight of all fat and/or oil ingredients
equals or exceeds the weight of the
most predominant ingredient that is
not a fat or oil, the listing of the com-
mon or usual names of such fats and/or
oils in parentheses shall be in descend-
ing order of predominance. In all other
foods in which a blend of fats and/or
oils is used as an ingredient, the listing
of the common or usual names in pa-
rentheses need not be in descending
order of predominance if the manufac-
turer, because of the use of varying
mixtures, is unable to adhere to a con-
stant pattern of fats and/or oils in the
product. If the fat or oil is completely
hydrogenated, the name shall include
the term hydrogenated, or if partially
hydrogenated, the name shall include
the term partially hydrogenated. If each
fat and/or oil in a blend or the blend is
completely hydrogenated, the term
‘‘hydrogenated’”’ may precede the
term(s) describing the blend, e.g., ‘“‘hy-
drogenated vegetable oil (soybean, cot-
tonseed, and palm oils)”’, rather than
preceding the name of each individual
fat and/or oil; if the blend of fats and/
or oils is partially hydrogenated, the
term ‘‘partially hydrogenated’” may be
used in the same manner. Fat and/or
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oil ingredients not present in the prod-
uct may be listed if they may some-
times be used in the product. Such in-
gredients shall be identified by words
indicating that they may not be
present, such as ‘‘or”, ‘“‘and/or’, ‘‘con-
tains one or more of the following:”,
e.g., ‘‘vegetahle o0i! zhortening (con-
tains one or nmiorce of e following: cot-
tonseed oil, ral™ oil, soybean oil)”’. No
fat or oil ingredient shail be listed un-
less actually present if the fats and/or
oils constitute the predominant ingre-
dient of the product, as defined in this
paragraph (b)(14).

(15) When all the ingredients of a
wheat flour are declared in an ingre-
dient statement, the principal ingre-
dient of the flour shall be declared by
the name(s) specified in §§137.105,
137.200, 137.220 and 137.225 of this chap-
ter, i.e., the first ingredient designated
in the ingredient list of flour, or
bromated flour, or enriched flour, or
gelf-rising flour is ‘“flour’”, ‘“white
flour”, “wheat flour”, or ‘“‘plain flour”;
the first ingredient designated in the
ingredient list of durum flour is
“durum flour’’; the first ingredient des-
ignated in the ingredient list of whole
wheat flour, or bromated whole wheat
flour is ‘“‘whole wheat flour”, ‘‘graham
flour”, or “entire wheat flour’’; and the
first ingredient designated in the ingre-
dient list of whole durum wheat flour
is “whole durum wheat flour”.

(16) Ingredients that act as leavening
agents in food may be declared in the
ingredient statement by stating the
specific common or usual name of each
individual leavening agent in paren-
theses following the collective name
“leavening’’, e.g., “leavening (baking
soda, monocalcium phosphate, and cal-
cium carbonate)’’. The listing of the
common or usual name of each indi-
vidual leavening agent in parentheses
shall be in descending order of pre-
dominance: Ercept, That if the manu-
facturer is unable to -adhere to a con-
stant pattern of leavening agents in
the product, the listing of individual
leavening agents need not be in de-
scending order of predominance. Leav-
ening agents not present in the product
may be listed if they are sometimes
used in the product. Such ingredients
shall be identified by words indicating
that they may not be present, such as




Food and Drug Administration, HHS

“or”’, “and/or’”’, “contains one or more
of the following:".

(17) Ingredients that act as yeast nu-
trients in foods may be declared in the
ingredient statement by stating the
specific common or usual name of each
individual yeast nutrient in paren-
theses felloowine the collective name

Yyeast nutricutg , o.g., ‘yeast nutri-
ents {(calcium su'nte and ammonium

phosphate; . The isuing of the com-
mon or usual name of each individual
yeast nutrient in parentheses shall be
in descending order of predominance:
Ezxcept, That if the manufacturer is un-
able to adhere to a constant pattern of
yeast nutrients in the product, the list-
ing of the common or usual names of
individual yeast nutrients need not be
in descending order of predominance.
Yeast nutrients not present in the
product may be listed if they are some-
times used in the product. Such ingre-
dients shall be identified by words indi-
cating that they may not be present,
such as “‘or”, “and/or”, or ‘‘contains
one or more of the following:”.

(18) Ingredients that act as dough
conditioners may be declared in the in-
gredient statement by stating the spe-
cific common or usual name of each in-
dividual dough conditioner in paren-
theses following the collective name
‘““dough conditioner”, e.g., ‘‘dough con-
ditioners (L-cysteine, ammonium sul-
fate)’’. The listing of the common or
usual name of each dough conditioner
in parentheses shall be in descending
order of predominance: Ezcept, That if
the manufacturer is unable to adhere
to a constant pattern of dough condi-
tioners in the product, the listing of
the common or usual names of indi-
vidual dough conditioners need not be
in descending order of predominance.
Dough conditioners not present in the
product may be listed if they are some-
times used in the product. Such ingre-
dients shall be identified by words indi-
cating that they may not be present,
such as ‘“or’”, ‘‘and/or’, or ‘‘contains
one or more of the following:’'.

(19) Ingredients that act as firming
agents in food (e.g., salts of calcium
and other safe and suitable salts in
canned vegetables) may be declared in
the ingredient statement, in order of
predominance appropriate for the total
of all firming agents in the food, by
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stating the specific common or usual
name of each individual firming agent
in descending order of predominance in
parentheses following the collective
name ‘“‘firming agents’”. If the manu-
facturer is unable to adhere to a con-
stant pattern of firming arerts i the
food, the listing of the individual firm-
ing agents need not bhe 1 desconsing
order of predominance. Firmine agents
not present in the produci may be list-
ed if they are sometimes used in the
product. Such ingredients shall be
identified by words indicating that
they may not be present, such as ‘“‘or”’,
“‘and/or”, ‘‘contains one or more of the
following:”’.

(20) For purposes of ingredient label-
ing, the term sugar shall refer to su-
crose, which is obtained from sugar
cane or sugar beets in accordance with
the provisions of §184.1854 of this chap-
ter.

(21) [Reserved]

(22) Wax and resin ingredients on
fresh produce when such produce is
held for retail sale, or when held for
other than retail sale by packers or re-
packers shall be declared collectively
by the phrase ‘‘coated with food-grade
animal-based wax, to maintain
freshness’” or the phrase ‘‘coated with
food-grade vegetable-, petroleum-,
beeswax-, and/or shellac-based wax or
resin, to maintain freshness’’ as appro-
priate. The terms ‘‘food-grade’ and ‘“‘to
maintain freshness’ are optional. The
term lac-resin may be substituted for
the term shellac.

(c) When water is added to reconsti-
tute, completely or partially, an ingre-
dient permitted by paragraph (b) of
this section to be declared by a class
name, the position of the ingredient
class name in the ingredient statement
shall be determined by the weight of
the unreconstituted ingredient plus the
weight of the quantity of water added
to reconstitute that ingredient, up to
the amount of water needed to recon-
stitute the ingredient to single
strength. Any water added in excess of
the amount of water needed to recon-
stitute the Ingredient to single
strength shall be declared as ‘‘water”
in the ingredient statement.
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(d) When foods characterized on the
label as ‘‘nondairy’’ contain a casein-
ate ingredient, the caseinate ingre-
dient shall be followed by a parenthet-
ical statement identifying its source.
For example, if the manufacturer uses
the termr ‘" ~~ndairv’ on a creamer that
contains sodiuri caseinate, it shal: in-
clude a parentretical term such as “‘a
milk derivative” :‘ter th: listing of so-
dium caseinate in the ingredient list.

(e) If the percentage of an ingredient
is included in the statement of ingredi-
ents, it shall be shown in parentheses
following the name of the ingredient
and expressed in terms of percent by
weight. Percentage declarations shall
be expressed to the nearest 1 percent,
except that where ingredients are
present at levels of 2 percent or less,
they may be grouped together and ex-
pressed in accordance with the quanti-
fying guidance set forth in paragraph
(a)(2) of this section.

(f) Except as provided in §101.100, in-
gredients that must be declared on la-
beling because there is no label for the
food, including foods that comply with
standards of identity, shall be listed
prominently and conspicuously by
common or usual name in the manner
prescribed by paragraph (b) of this sec-
tion.

(g) When present, the ingredient list
on dietary supplement products shall
be located immediately below the nu-
trition label, or, if there is insufficient
space below the nutrition label, imme-
diately contiguous and to the right of
the nutrition label and shall be pre-
ceded by the word ‘‘Ingredients,” un-
less some ingredients (i.e., sources) are
identified within the nutrition label in
accordance with §101.36(d), in which
case the ingredients listed outside the
nutrition label shall be in a list pre-
ceded by the words ‘‘Other ingredi-
ents.”” Ingredients in dietary supple-
ments that are not dietary ingredients
or that do not contain dietary ingredi-
ents, such as excipients, fillers, artifi-
cial colors, artificial sweeteners, fla-
vors, or binders, shall be included in
the ingredient list.

(h) The common or usual name of in-
gredients of dietary supplements that
are botanicals (including fungi and
algae) shall be consistent with the
names standardized in Herbs of Com-
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merce, 1992 edition, which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
Copies may be obtained from the Amer-
ican Herbal Products Association, 4733
Bethesda Ave., suite 345, Bethesda, MD
20814, or may be examined at the Cen-
ter for Food Safety and Applied Nutri-
tion’s Library, 200 C St. SW., rm. 53..
Washington, DC, or at the Office of the
Federal Register, 800 Capital St. NW._,
suite 700, Washington, DC. The listing
of these names on the label shall be fol-
lowed by statements of:

(1) The part of the plant (e.g., root,
leaves) from which the dietary ingre-
dient is derived (e.g., “Garlic bulb” or
““Garlic (bulb)), except that this des-
ignation is not required for algae. The
name of the part of the plant shall be
expressed in English (e.g., ‘‘flower”
rather than ‘‘flos’’);

(2) The Latin binomial name of the
plant, in parentheses, except that this
name is not required when it is avail-
able in the reference entitled: Herbs of
Commerce for the common or usual
name listed on the label, and, when re-
quired, the Latin binomial name may
be listed before the part of the plant.
Any name in Latin form shall be in ac-
cordance with internationally accepted
rules on nomenclature, such as those
found in the International Code of Bo-
tanical Nomenclature and shall include
the designation of the author or au-
thors who published the Latin name,
when a positive identification cannot
be made in its absence. The Inter-
national Code of Botanical Nomenclature
(Tokyo Code), 1994 edition, a publica-
tion of the International Association
for Plant Taxonomy, is incorporated by
reference in accordance with 5 U.S.C.
652(a) and 1 CFR part 51. Copies of the
International Code of Botanical Nomen-
clature may be obtained from Koeltz
Scientific Books, D-61453 Konigstein,
Germany, and University Bookstore,
Southern Illinois University,
Carbondale, II. 629014422, 618-536-3321,
FAX 618-453-5207, or may be examined
at the Center for Food Safety and Ap-
plied Nutrition’s Library, 200 C St.
SW., Rm. 3321, Washington, DC, or at
the Office of the Federal Register, 800
North Capitol St. NW., Suite 700, Wash-
ington DC.



Food and Drug Administration, HHS

(3) On labels of single-ingredient die-
tary supplements that do not include
an ingredient list, the identification of
the Latin binomial name, when needed,
and the part of the plant may be
prominently placed on the principal
display panel or information panel, or
included in the nutrition label.

{42 FR 14308, Mar. 15, 1977, as amended at 43
FR 12858, Masr. 28, 1978; 43 FR 24515, June 6,
1978; 48 FR 8054, Feb. 25, 1983; 55 FR 17433,
Apr. 25, 1990; 58 FR 2875, Jan. 6, 1993; 62 FR
49847, Sept. 23, 1997; 62 FR 64634, Dec. 8, 1997)

§101.5 Food; name and place of busi-
ness of manufacturer, packer, or
distributor.

(a) The label of a food in packaged
form shall specify conspicuously the
name and place of business of the man-
ufacturer, packer, or distributor.

(b) The requirement for declaration
of the name of the manufacturer, pack-
er, or distributor shall be deemed to be
satisfied, in the case of a corporation,
only by the actual corporate name,
which may be preceded or followed by
the name of the particular division of
the corporation. In the case of an indi-
vidual, partnership, or association, the
name under which the business is con-
ducted shall be used.

(c) Where the food is not manufac-
tured by the person whose name ap-
pears on the label, the name shall be
qualified by a phrase that reveals the
connection such person has with such
food; such as “Manufactured for
», “Distributed by . or any
other wording that expresses the facts.

(d) The statement of the place of
business shall include the street ad-
dress, city, State, and ZIP code; how-
ever, the street address may be omitted
if it is shown in a current city direc-
tory or telephone directory. The re-
quirement for inclusion of the ZIP code
shall apply only to consumer com-
modity labels developed or revised
after the effective date of this section.
In the case of nonconsumer packages,
the ZIP code shall appear either on the
label or the labeling (including in-
voice).

(e) If a person manufactures, packs,
or distributes a food at a place other
than his principal place of business, the
label may state the principal place of
business in lieu of the actual place
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where such food was manufactured or
packed or is to be distributed, unless
such statement would be misleading.

§101.9 Nutrition labeling of food.

(a) Nutrition information relating to
food shall be provided for all products
intended for human consumption and
offered for sale unless an exemption is
provided for the product in paragraph
(i) of this section.

(1) When food is in package form, the
required nutrition labeling information
shall appear on the label in the format
specified in this section.

(2) When food is not in package form,
the required nutrition labeling infor-
mation shall be displayed clearly at
the point of purchase (e.g., on a
counter card, sign, tag affixed to the
product, or some other appropriate de-
vice). Alternatively, the required infor-
mation may be placed in a booklet,
looseleaf binder, or other appropriate
format that is available at the point of
purchase.

(3) Solicitation of requests for nutri-
tion information by a statement ‘‘For
nutrition information write to »
on the label or in the labeling or adver-
tising for a food, or providing such in-
formation in a direct written reply to a
solicited or unsolicited request, does
not subject the label or the labeling of
a food exempted under paragraph (j) of
this section to the requirements of this
section if the reply to the request con-
forms to the requirements of this sec-
tion.

4) If any vitamin or mineral is added
to a food so that a single serving pro-
vides 50 percent or more of the Ref-
erence Daily Intake (RDI) for the age
group for which the product is in-
tended, as specified in paragraph
(c)(8)(iv) of this section, of any one of
the added vitamins or minerals, unless
such addition is permitted or required
in other regulations, e.g., a standard of
identity or nutritional quality guide-
line, or is otherwise exempted by the
Commissioner, the food shall be consid-
ered a food for special dietary use with-
in the meaning of §105.3(a)(1)(iii) of
this chapter.

(b) Except as provided in §101.9(h)(3),
all nutrient and food component quan-
tities shall be declared in relation to a
serving as defined in this section.
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(1) The term serving or serving size
means an amount of food customarily
consumed per eating occasion by per-
sons 4 years of age or older which is ex-
pressed in a common household meas-
ure that is appropriate to the food.
When the food is specially formulated
or processed for use by infants or by
toddlers, a serving or serving size
means an amount of food customarily
consumed per eating occasion by in-
fants up to 12 months of age or by chil-
dren 1 through 3 years of age, respec-
tively.

(2) Except as provided in paragraphs
(b)(3), (b)(4), and (b)(6) of this section
and for products that are intended for
weight control and are available only
through a weight-control or weight-
maintenance program, serving size de-
clared on a product label shall be deter-
mined from the ‘“Reference Amounts
Customarily Consumed Per Eating Oc-
casion * * * * (reference amounts)
that appear in §101.12(b) using the pro-
cedures described below. For products
that are both intended for weight con-
trol and available only through a
weight-control program, a manufac-
turer may determine the serving size
that is consistent with the meal plan of
the program. Such products must bear
a statement, ‘‘for sale only through the
program’ (fill in the blank with
the name of the appropriate weight-
control program, e.g., Smith’s Weight
Control), on the principal display
panel. However, the reference amounts
in §101.12(b) shall be used for purposes
of evaluating whether weight-control
products that are available only
through a weight-control program
qualify for nutrient content claims or
health claims.

(i) For products in discrete units
(e.g., muffins, sliced products, such as
sliced bread, or individually packaged
products within a multiserving pack-
age) and for products which consist of
two or more foods packaged and pre-
sented to be consumed together where
the ingredient represented as the main
ingredient is in discrete units (e.g.,
pancakes and syrup), the serving size
shall be declared as follows:

(A) If a unit weighs 50 percent or less
of the reference amount, the serving
size shall be the number of whole units
that most closely approximates the ref-
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erence amount for the product cat-
egory,

(B) If a unit weighs more than 50 per-
cent, but less than 67 percent of the
reference amount, the manufacturer
may declare one unit or two units as
the serving size;

(Cy 1f a unit weignhs 67 percent or
more, but less than 200 percent of the
reference amount, the serving size
shall be one unit;

(D) If a unit weighs 200 percent or
more of the reference amount, the
manufacturer may declare one unit as
the serving size if the whole unit can
reasonably be consumed at a single-
eating occasion.

(E) For products that have reference
amounts of 100 grams (g) (or milliliter
(mL)) or larger and are individual units
within a mnultiserving package, if a
unit contains more than 150 percent
but less than 200 percent of the ref-
erence amount, the manufacturer may
decide whether to declare the indi-
vidual unit as 1 or 2 servings.

(F) The serving size for maraschino
cherries shall be expressed as 1 cherry
with the parenthetical metric measure
equal to the average weight of a me-
dium size cherry.

(@) The serving size for products that
naturally vary in size (e.g., pickles,
shellfish, whole fish, and fillet of fish)
may be the amount in ounces that
most closely approximates the ref-
erence amount for the product cat-
egory. Manufacturers shall adhere to
the requirements in paragraph
(b)(5)(vi) of this section for expressing
the serving size in ounces.

(H) For products which consist of two
or more foods packaged and presented
to be consumed together where the in-
gredient represented as the main ingre-
dient i8 in discrete units (e.g., pan-
cakes and syrup), the serving size may
be the number of discrete units rep-
resented as the main ingredient plus
proportioned minor ingredients used to
make the reference amount for the
combined product determined in
§101.12(f).

(I) For packages containing several
individual single-serving containers,
each of which is labeled with all re-
quired information including nutrition
labeling as specified in §101.9 (that is,
are labeled appropriately for individual
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sale as single-serving containers), the
serving size shall be 1 unit.

(ii) For products in large discrete
anits that are usually divided for con-
sumption (e.g., cake, pie, pizza, melon,
cabbage), for unprepared products
where the entire contents of the pack-

‘s used L0 prepare large discrete
spivs that ¢ usually divided for con-
~mption (e.g., cake mix, pizza Kkit),
and for products which consist of two
or more foods packaged and presented
to be consumed together where the in-
gredient represented as the main ingre-
dient is a large discrete unit usually di-
vided for consumption (e.g., prepared
cake packaged with a can of frosting),
the serving size shall be the fractional
slice of the ready-to-eat product (e.g.,
1/12 cake, 1/8 pie, 1/4 pizza, 1/4 melon, 1/
6 cabbage) that most closely approxi-
mates the reference amount for the
product category, and may be the frac-
tion of the package used to make the
reference amount for the unprepared
product determined in §101.12(c) or the
fraction of the large discrete unit rep-
resented as the main ingredient plus
proportioned minor ingredients used to
make the reference amount for the
combined product determined in
§101.12(f). In expressing the fractional
slice, manufacturers shall use 1/2, 1/3, I/
4, 1/5, 1/6, or smaller fractions that can
be generated by further division by 2 or
3.
(iii) For nondiscrete bulk products
(e.g., breakfast cereal, flour, sugar, dry
mixes, concentrates, pancake mixes,
macaroni and cheese kits), and for
products which consist of two or more
foods packaged and presented to be
consumed together where the ingre-
dient represented as the main ingre-
dient is a bulk product (e.g., peanut
butter and jelly), the serving size shall
be the amount in household measure
that most closely approximates the ref-
erence amount for the product cat-
egory and may be the amount of the
bulk product represented as the main
ingredient plus proportioned minor in-
gredients used to make the reference
amount for the combined product de-
termined in §101.12(f).

(3) The serving size for meal products
and main dish products as defined in
§101.13 (1) and (m) that comes in single-
serving containers as defined in para-
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graph (b)(6) of this section shall be the
entire content (edible portion only) of
the package. Serving size for meal
products and main dish products in
multiserving containers shall be based
on the reference amov t applicable to
the product iu §{101.1: .i the product
is listed in §101.12(h rving size for
meal products and 1w dish products
in multiserving conta:: -s that are not
listed in §1061.12(b) shai: u¢ based on the
reference amount according to
§101.12().

(4) A variety pack, such as a package
containing several varieties of single-
serving units as defined in paragraph
(b)(2)(1) of this section, and a product
having two or more compartments
with each compartment containing a
different food, shall provide nutrition
information for each variety or food
per serving size that is derived from
the reference amount in §101.12(b) ap-
plicable for each variety or food and
the procedures to convert the reference
amount to serving size in paragraph
(b)(2) of this section.

(5) For labeling purposes, the term
common household measure or common
household unit means cup, tablespoon,
teaspoon, piece, slice, fraction (e.g., 1/4
pizza), ounce (oz), fluid ounce (fl1 oz), or
other common household equipment
used to package food products (e.g., jar,
tray). In expressing serving size in
household measures, except as speci-
fied in paragraphs (b)(6)({iv), (b)(B)XV),
(b)(5)(vi), and (b)(b)(vii) of this section,
the following rules shall be used:

(i) Cups, tablespoons, or teaspoons
shall be used wherever possible and ap-
propriate except for beverages. For
beverages, a manufacturer may use
fluid ounces. Cups shall be expressed in
1/4-or 1/3-cup increments, tablespoons
in whole number of tablespoons for
quantities less than 1/4 cup but greater
than or equal to 2 tablespoons (tbsp), 1,
113,112, or1 23 thsp for quantities
less than 2 tbsp but greater than or
equal to 1 tbsp, and teaspoons in whole
number of teaspoons for quantities less
than 1 tbsp but greater than or equal to
1 teaspoon (tsp), and in 1/4-tsp incre-
ments for quantities less than 1 tsp.

(ii) If cups, tablespoons or teaspoons
are not applicable, units such as piece,
slice, tray, jar, and fraction shall be
used.
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(iii) If paragraphs (b}5)}i) and
(b)(b)(ii) of this section are not applica-
ble, ounces may be used with an appro-
priate visual unit of measure such as a
dimension of a piece, e.g., 1 oz (28 g/
about 1/2 pickle). Ounce measurements
shall be expressed in 0.5 oz increments
most closely approximating the ref-
erence amount.

(ivy A description of the individual
container or package shall be used for
single serving containers and for indi-
vidually packaged products within
multiserving containers (e.g., can, box,
package). A description of the indi-
vidual unit shall be used for other
products in discrete units (e.g., piece,
slice, cracker, bar).

(v) For unprepared products where
the entire contents of the package is
used to prepare large discrete units
that are usually divided for consump-
tion (e.g., cake mix, pizza kit), the
fraction or portion of the package may
be used.

(vi) Ounces with an appropriate vis-
nal unit of measure, as described in
paragraph (b)(56)(iii) of this section,
may be used for products that natu-
rally vary in size as provided for in
paragraph (b)(2)(i)(G) of this section.

(vii) As provided for in §101.9(h)(1),
for products that consist of two or
more distinct ingredients or compo-
nents packaged and presented to be
consumed together (e.g. dry macaroni
and cheese mix, cake and muffin mixes
with separate ingredient packages,
pancakes and syrup), nutrition infor-
mation may be declared for each com-
ponent or as a composite. The serving
size may be provided in accordance
with the provisions of paragraphs
(M(2)(H), (b)(2)(11), and (b)(2)(iii) of this
section, or alternatively in ounces with
an appropriate visual unit of measure,
as described in paragraph (b)(5)iii) of
this section (e.g., declared as separate
components: ‘3 oz dry macaroni (84 g/
about 23 cup)” and “l1 oz dry cheese
mix (28 g/about 2 tbsp);” declared as a
composite value: “4 oz (112 g/about 2/3
cup macaroni and 2 tbsp dry cheese
mix)’’),

(viii) For nutrition labeling purposes,
a teaspoon means § milliliters (mL), a
tablespoon means 15 mL, a cup means
240 ml,, 1 fl1 oz means 30 mL, and 1 oz in
weight means 28 g.
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(ix) When a serving size, determined
from the reference amount in §101.12(b)
and the procedures described in this
section, falls exactly half way between
two serving sizes, e.g., 2.5 tbsp, manu-
facturers shall round the serving size
up to the next incremental size.

(6) A product that is packaged and
sold individually and that contains less
than 200 percent of the applicable ref-
erence amount shall be considered to
be a single-serving container, and the
entire content of the product shall be
labeled as one serving except for prod-
ucts that have reference amounts of 100
g (or mL) or larger, manufacturers may
decide whether a package that contains
more than 150 percent but less than 200
percent of the reference amount is 1 or
2 servings. Packages sold individually
that contain 200 percent or more of the
applicable reference amount may be la-
beled as a single-serving if the entire
content of the package can reasonably
be consumed at a single-eating occa-
sion.

(7) A label statement regarding a
serving shall be the serving size ex-
pressed in common household measures
as set forth in paragraphs (b)(2)
through (b)(6) of this section and shall
be followed by the equivalent metric
quantity in parenthesis (fluids in milli-
liters and all other foods in grams) ex-
cept for single-serving containers.

(i) For a single-serving container, the
parenthetical metric quantity, which
will be presented as part of the net
weight statement on the principal dis-
play panel, is not required except
where nutrition information is re-
quired on a drained weight basis ac-
cording to §101.9(b)(9). However, if a
manufacturer voluntarily provides the
metric quantity on products that can
be sold as single servings, then the nu-
merical value provided as part of the
gerving size declaration must be iden-
tical to the metric quantity declara-
tion provided as part of the net quan-
tity of contents statement.

(ii) The gram or milliliter quantity
equivalent to the household measure
should be rounded to the nearest whole
number except for quantities that are
less than 5 g (mL). The gram (mL)
quantity between 2 and 5 g (mL) should
be rounded to the nearest 0.5 g (mL)
and the g (mL) quantity less than 2 g
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(mL) should be expressed in 0.1-g (mL)
increments.

(iii) In addition, serving size may be
declared in ounce and fluid ounce, in
parenthesis, following the metric
measure separated by a slash where
other common household measures are
+~2d as the primary unit for serving
s1ze, e.g., 1 slice (28 g/1 oz) for sliced
:read. The ounce quantity equivalent
to the metric quantity should be ex-
pressed in 0.1 oz increments.

(iv) If a manufacturer elects to use
abbreviations for units, the following
abbreviations shall be used: tbsp for ta-
blespoon, tsp for teaspoon, g for gram,
ml. for milliliter, oz for ounce, and fl
oz for fluid ounce.

(v) For products that only require
the addition of water or another ingre-
dient that contains insignificant
amounts of nutrients in the amount
added and that are prepared in such a
way that there are no significant
changes to the nutrient profile, the
amount of the finished product may be
declared in parentheses at the end of
the serving size declaration (e.g., 172
cup (120 mL) concentrated soup (makes
1 cup prepared)).

(vi) To promote uniformity in label
serving sizes in household measures de-
clared by different manufacturers, FDA
has provided a guideline entitled,
“*Guidelines for Determining the Gram
Weight of the Household Measure.”’
The guideline can be obtained from the
Office of Food Labeling (HFS-150), Cen-
ter for Food Safety and Applied Nutri-
tion, Food and Drug Administration,
200 C St. SW., Washington, DC 20204.

(8) Determination of the number of
gservings per container shall be based
on the serving size of the product de-
termined by following the procedures
described in this section.

(i) The number of servings shall be
rounded to the nearest whole number
except for the number of servings be-
tween 2 and 5 servings and random
weight products. The number of
servings between 2 and 5 servings shall
be rounded to the nearest 0.5 serving.
Rounding should be indicated by the
use of the term about (e.g., about 2
servings, about 3.5 servings).

(ii) When the serving size is required
to be expressed on a drained solids
basis and the number of servings varies
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because of a natural variation in unit
size (e.g., maraschino cherries, pick-
les), the manufacturer may state the
typical number of servings per con-
tainer (e.g., usually 5 servings).

(iii) For random weight products, a
man :facturer may declare ‘‘varied” for
the number of servings per container
provided the nutrition information is
based on the reference amount ex-
pressed in ounces. The manufacturer
may provide the typical number of
servings in parenthesis following the
“varied’”’ statement.

(iv) For packages containing several
individual single-serving containers,
each of which is labeled with all re-
quired information including nutrition
labeling as specified in §101.9 (that is,
are labeled appropriately for individual
sale as single-serving containers), the
number of servings shall be the number
of individual packages within the total
package.

(v) For packages containing several
individually packaged multiserving
units, the number of servings shall be
determined by multiplying the number
of individual multiserving units in the
total package by the number of
servings in each individual unit.

(9 The declaration of nutrient and
food component content shall be on the
basis of food as packaged or purchased
with the exception of raw fish covered
under §101.42 (see 101.44), packaged sin-
gle-ingredient products that consist of
fish or game meat as provided for in
paragraph (j)(11) of this section, and of
foods that are packed or canned in
water, brine, or oil but whose liquid
packing medium is not customarily
consumed (e.g., canned fish, mara-
schino cherries, pickled fruits, and
pickled vegetables). Declaration of nu-
trient and food component content of
raw fish shall follow the provisions in
§101.45. Declaration of the nutrient and
food component content of foods that
are packed in liguid which is not cus-
tomarily consumed shall be based on
the drained solids.

(10) Another column of figures may
be used to declare the nutrient and
food component information:

(i) Per 100 g or 100 mL, or per 1 oz or
1 f1 oz of the food as packaged or pur-
chased;
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(ii) Per one unit if the serving size of
a product in discrete units in a multi-
serving container is more than 1 unit;

(iii) Per cup popped for popcorn in a
multiserving container.

(11) If a product is promoted on the
11bel, labeling, or advertising for a use
that differs in quantity by twofold or
greater from the use upon which the
reference amount in §101.12(b) was
based (e.g., liquid cream substitutes
promoted for use with breakfast cere-
als), the manufacturer shall provide a
second column of nutrition informa-
tion based on the amount customarily
consumed in the promoted use, in addi-
tion to the nutrition information per
serving derived from the reference
amount in §101.12(b), except that non-
discrete bulk products that are used
primarily as ingredients (e.g., flour,
sweeteners, shortenings, oils), or tradi-
tionally used for multipurposes (e.g.,
eggs, butter, margarine), and multipur-
pose baking mixes are exempt from
this requirement.

(c) The declaration of nutrition infor-
mation on the label and in labeling of
a food shall contain information about
the level of the following nutrients, ex-
cept for those nutrients whose inclu-
sion, and the declaration of amounts, is
voluntary as set forth in this para-
graph. No nutrients or food compo-
nents other than those listed in this
paragraph as either mandatory or vol-
untary may be included within the nu-
trition label. Except as provided for in
paragraphs (f) or (j) of this section, nu-
trient information shall be presented
using the nutrient names specified and
in the following order in the formats
specified in paragraphs (d) or (e) of this
section.

(1) *“Calories, total,” ‘Total cal-
ories,” or ‘“‘Calories’”: A statement of
the caloric content per serving, ex-
pressed to the nearest 5-calorie incre-
ment up to and including 50 calories,
and 10-calorie increment above 50 cal-
ories, except that amounts less than 5
calories may be expressed as zero. En-
ergy content per serving may also be
expressed in kilojoule units, added in
parentheses immediately following the
statement of the caloric content.

(1) Caloric content may be calculated
by the following methods. Where either
specific or general food factors are
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used, the factors shall be applied to the
actual amount (i.e., before rounding) of
food components (e.g., fat, carbo-
hydrate, protein, or ingredients with
specific food factors) present per serv-
ing.

(A) Using specific Atwater factors (i.
e., the Atwater method) given in Table
13, “*Energy Value of Foods—Basis and
Derivation,” by A. L. Merrill and B. K.
Watt, United States Department of Ag-
riculture (USDA) Handbook No. 74
(slightly revised, 1973), which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51
and is available from the Office of Food
Labeling (HFS-150), Center for Food
Safety and Applied Nutrition, Food and
Drug Administration, 200 C St. SW.,
Washington, DC 20204, or may be in-
spected at the Office of the Federal
Register, 800 North Capitol St. NW.,
suite 700, Washington, DC.;

(B) Using the general factors of 4, 4,
and 9 calories per gram for protein,
total carbohydrate, and total fat, re-
spectively, as described in USDA Hand-
book No. 74 (slightly revised 1973) pp. 9-
11, which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51 (the availability of this in-
corporation by reference is given in
paragraph (c)1)({A)(A) of this section);

(C) Using the general factors of 4, 4,
and 8 calories per gram for protein,
total carbohydrate less the amount of
insoluble dietary fiber, and total fat,
respectively, as described in USDA
Handbook No. 74 (slightly revised 1973)
pp. %11, which is incorporated by ref-
erence in accordance with 5 U.S.C.
552(a) and 1 CFR part 51 (the avail-
ability of this incorporation by ref-
erence 1s given in paragraph (c)(1){)(A)
of this section;

(D) Using data for specific food fac-
tors for particular foods or ingredients
approved by the Food and Drug Admin-
istration (FDA) and provided in parts
172 or 184 of this chapter, or by other
means, as appropriate; or

(E) Using bomb calorimetry data sub-
tracting 1.25 calories per gram protein
to correct for incomplete digestibility,
as described in USDA Handbook No. 74
(slightly revised 1973) p. 10, which is in-
corporated by reference in accordance
with § U.S.C. §52(a) and 1 CFR part 51
(the availability of this incorporation
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by reference is given in paragraph
(c)(1)(i)(A) of this section).

(ii) “‘Calories from fat'': A statement
of the caloric content derived from
total fat as defined in paragraph (c)(2)
of this section in a serving, expressed
to the nearest 5-calorie increment, up
to and including 50 calories, and the
nearest 10-calorie increment above 50
calories, except that label declaration
of ‘““calories from fat' is not required
on products that contain less than 0.5
gram of fat in a serving and amounts
less than 5 calories may be expressed as
zero. This statement shall be declared
as provided in paragraph (d)(5) of this
section. Except as provided for in para-
graph (f) of this section, if ‘‘Calories
from fat” is not required and, as a re-
sult, not declared, the statement ‘““Not
a significant source of calories from
fat”’ shall be placed at the bottom of
the table of nutrient values in the
same type size.

(iii) ‘“‘Calories from saturated fat’ or
“Calories from saturated” (VOL-
UNTARY): A statement of the caloric
content derived from saturated fat as
defined in paragraph (c)(2)(i) of this
section in a serving may be declared
voluntarily, expressed to the nearest 5-
calorie increment, up to and including
50 calories, and the nearest 10-calorie
increment above 50 calories, except
that amounts less than 5 calories may
be expressed as zero. This statement
shall be indented under the statement
of calories from fat as provided in para-
graph (d)(5) of this section.

(2) “Fat, total” or “Total fat”: A
statement of the number of grams of
total fat in a serving defined as total
lipid fatty acids and expressed as
triglycerides. Amounts shall be ex-
pressed to the nearest 0.5 (1/2) gram in-
crement below 5 grams and to the near-
est gram increment above 5 grams. If
the serving contains less than 0.5 gram,
the content shall be expressed as zero.

(1) “Saturated fat,” or ‘“Saturated’’:
A statement of the number of grams of
saturated fat in a serving defined as
the sum of all fatty acids containing no
double bonds, except that label dec-
laration of saturated fat content infor-
mation is not required for products
that contain less than 0.5 gram of total
fat in a serving if no claims are made
about fat or cholesterol content, and if
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“‘calories from saturated fat’ is not de-
clared. Except as provided for in para-
graph (f) of this section, if a statement
of the saturated fat content is not re-
quired and, as a result, not declared,
the statement “Not a significant
source of saturated fat” shall be placed
at the bottom of the table of nutrient
values in the same typ= size. Saturated
fat. content shall be indented and ex-
pressed as grams per serving to the
nearest 0.5 (1/2) gram increment below 5
grams and to the nearest gram incre-
ment above 5 grams. If the serving con-
tains less than 0.5 gram, the content
shall be expressed as zero.

(ii) “Polyunsaturated fat” or ‘‘Poly-
unsaturated” (VOLUNTARY): A state-
ment of the number of grams of poly-
unsaturated fat in a serving defined as
cis,cis-methylene-interrupted poly-
unsaturated fatty acids may be de-
clared voluntarily, except that when
monounsaturated fat is declared, or
when a claim about fatty acids or cho-
lesterol is made on the label or in la-
beling of a food other than one that
meets the criteria in §101.62(b)(1) for a
claim for ‘“‘fat free,” label declaration
of polyunsaturated fat is required.
Polyunsaturated fat content shall be
indented and expressed as grams per
serving to the nearest 0.5 (1/2) gram in-
crement below 5 grams and to the near-
est gram increment above 5 grams. If
the serving contains less than 0.5 gram,
the content shall be expressed as zero.

(iii) “Monounsaturated fat’’ or
‘“Monounsaturated” (VOLUNTARY): A
statement of the number of grams of
monounsaturated fat in a serving de-
fined as cis-monounsaturated fatty
acids may be declared voluntarily ex-
cept that when polyunsaturated fat is’
declared, or when a claim about fatty
acids or cholesterol is made on the
label or in labeling of a food other than
one that meets the criteria in
§101.62(b)(1) for a claim for “fat free,”
label declaration of monounsaturated
fat is required. Monounsaturated fat
content shall be indented and expressed
as grams per serving to the nearest 0.5
(1/2) gram increment below 5 grams and
to the nearest gram increment above 5
grams. If the serving contains less than
0.5 gram, the content shall be expressed
as zero.
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(3) “Cholesterol”: A statement of the
cholesterol content in a serving ex-
pressed in milligrams to the nearest 5-
milligram increment, except that label
declaration of cholesterol information
is not required for products that con-
tain less than 2 milligrams cholesterol
in a serving and make no claim about
fat, fatty acids, or cholesterol content,
or such products may state the choles-
terol content as zero. Except as pro-
vided for in paragraph (f) of this sec-
tion, if cholesterol content is not re-
quired and, as a result, not declared,
the statement ‘“Not a significant
source of cholesterol” shall be placed
at the bottom of the table of nutrient
values in the same type size. If the food
contains 2 to 5 milligrams of choles-
terol per serving, the content may be
stated as “‘less than 5 milligrams.”

4) “Sodium’’: A statement of the
number of milligrams of sodium in a
specified serving of food expressed as
zero when the serving contains less
than 5 milligrams of sodium, to the
nearest 5-milligram increment when
the serving contains 5 to 140 milli-
grams of sodium, and to the nearest 10-
milligram increment when the serving
contains greater than 140 milligrams.

5) “‘Potassinm” (VOLUNTARY): A
statement of the number of milligrams
of potassium in a specified serving of
food may be declared voluntarily, ex-
cept that when a claim is made about
potassium content, label declaration
shall be required. Potassium content
shall be expressed as zero when the
serving contains less than 5 milligrams
of potassium, to the nearest 5-milli-
gram increment when the serving con-
tains less than or equal to 140 milli-
grams of potassium, and to the nearest
10-milligram increment when the serv-
ing contains more than 140 milligrams.

(6) ““Carbohydrate, total” or *“‘Total
carbohydrate’: A statement of the
number of grams of total carbohydrate
in a serving expressed to the nearest
gram, except that if a serving contains
less than 1 gram, the statement *“Con-
tains less than 1 gram’ or ‘‘less than 1
gram” may be used as an alternative,
or if the serving contains less than 0.5
gram, the content may be expressed as
zero. Total carbohydrate content shall
be calculated by subtraction of the sum
of the crude protein, total fat, mois-
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ture, and ash from the total weight of
the food. This calculation method is
described in A. L. Merrill and B. K.
Watt, “Energy Value of Foods—Basis
and Derivation,” USDA Handbook 74
(slightly revised 1973) pp. 2 and 3, which
is incorporated by reference in accord-
ance with 5§ U.S.C. 552(a) and 1 CFR
part 51 (the availability of this incorpo-
ration by reference is given in para-
graph (c)(1)(i)(A) of this section).

(i) “Dietary fiber”: A statement of
the number of grams of total dietary
fiber in a serving, indented and ex-
pressed to the nearest gram, except
that if a serving contains less than 1
gram, declaration of dietary fiber is
not required or, alternatively, the
statement “Contains less than 1 gram”
or “less than 1 gram’” may be used, and
if the serving contains less than 0.5
gram, the content may be expressed as
zero. Except as provided for in para-
graph (f) of this section, if dietary fiber
content is not required and as a result,
not declared, the statement ‘“Not a sig-
nificant source of dietary fiber” shall
be placed at the bottom of the table of
nutrient values in the same type size.

(A) “‘Soluble fiber” (VOLUNTARY):
A statement of the number of grams of
soluble dietary fiber in a serving may
be declared voluntarily except when a
claim 1s made on the label or in label-
ing about soluble fiber, label declara-
tion shall be required. Soluble fiber
content shall be indented under dietary
fiber and expressed to the nearest
gram, except that if a serving contains
less than 1 gram, the statement “Con-
tains less than 1 gram” or ‘‘less than 1
gram' may be used as an alternative,
and if the serving contains less than 0.5
gram, the content may be expressed as
Zero.

(B) ‘‘Insoluble fiber” (VOLUNTARY):
A statement of the number of grams of
insoluble dietary fiber in a serving may
be declared voluntarily except that
when a claim is made on the label or in
labeling about insoluble fiber, label
declaration shall be required. Insoluble
fiber content shall be indented under
dietary fiber and expressed to the near-
est gram except that if a serving con-
tains less than 1 gram, the statement
“Contains less than 1 gram™ or ‘‘less
than 1 gram”’ may be used as an alter-
native, and if the serving contains less
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than 0.5 gram, the content may be ex-
pressed as zero.

(ii) “‘Sugars’: A statement of the
number of grams of sugars in a serving,
except that label declaration of sugars
content is not required for products
that contain less than I gram of sugar:
in a serving if no claims are made
about sweeteners, sugars, or sugar al-
cohol content. Except as provided for
in paragraph (f) of this section, if a
statement of the sugars content is not
required and, as a result, not declared,
the statement “Not a significant
source of sugars’ shall be placed at the
bottom of the table of nutrient values
in the same type size. Sugars shall be
defined as the sum of all free mono-
and disaccharides (such as glucose,
fructose, lactose, and sucrose). Sugars
content shall be indented and expressed
to the nearest gram, except that if a
serving contains less than 1 gram, the
statement ‘“‘Contains less then 1 gram”’
or “less than 1 gram’ may be used as
an alternative, and if the serving con-
tains less than 0.5 gram, the content
may be expressed as zero.

(iii) “Sugar alcohol” (VOLUNTARY):
A statement of the number of grams of
sugar alcohols in a serving may be de-
clared voluntarily on the label, except
that when a claim is made on the label
or in labeling about sugar alcohol or
sugars when sugar alcohols are present
in the food, sugar alcohol content shall
be declared. For nutrition labeling pur-
poses, sugar alcohols are defined as the
sum of saccharide derivatives in which
a hydroxyl group replaces a ketone or
aldehyde group and whose use in the
food is listed by FDA (e.g., mannitol or
xylitol) or is generally recognized as
safe (e.g., sorbitol). In lieu of the term
‘‘sugar alcohol,” the name of the spe-
cific sugar alcohol (e.g., ‘‘xylitol’’)
present in the food may be used in the
nutrition label provided that only one
sugar alcohol is present in the food.
Sugar alcohol content shall be in-
dented and expressed to the nearest
gram, except that if a serving contains
less than 1 gram, the statement ‘““Con-
tains less then 1 gram’’ or ‘“less than 1
gram’ may be used as an alternative,
and if the serving contains less than 0.5
gram, the content may be expressed as
zZero.
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(iv) ‘“‘Other carbohydrate” (VOL-
UNTARY): A statement of the number
of grams of other carbohydrates may
be declared voluntarily. Other carbo-
hydrates shall be defined as the dif-
ference between total carbohydrate and
the sum of dietary fiber, sugars, and
sugar alcohol, except that if sugar al-
cohol is not declared (even if present),
it shall be defined as the difference be-
tween total carbohydrate and the sum
of dietary fiber and sugars. Other car-
bohydrate content shall be indented
and expressed to the nearest gram, ex-
cept that if a serving contains less
than 1 gram, the statement ‘“‘Contains
less than 1 gram®” or ‘less than 1
gram’ may be used as an alternative,
and if the serving contains less than 0.5
gram, the content may be expressed as
Zero.

(7) “Protein”: A statement of the
number of grams of protein in a serv-
ing, expressed to the nearest gram, ex-
cept that if a serving contains less
than 1 gram, the statement ‘“‘Contains
less than 1 gram” or ‘“less than 1
gram’ may be used as an alternative,
and if the serving contains less than 0.5
gram, the content may be expressed as
zero. When the protein in foods rep-
resented or purported to be for adults
and children 4 or more years of age has
a protein quality value that is a pro-
tein digestibility-corrected amino acid
score of less than 20 expressed as a per-
cent, or when the protein in a food rep-
resented or purported to be for children
greater than 1 but less than 4 years of
age has a protein quality value that is
a protein digestibility-corrected amino
acid score of less than 40 expressed as a
percent, either of the following shall be
placed adjacent to the declaration of
protein content by weight: The state-
ment ‘‘not a significant source of pro-
tein,” or a listing aligned under the
column headed ‘“‘Percent Daily Value”
of the corrected amount of protein per
serving, as determined in paragraph
(c)(T)(di) of this section, calculated as a
percentage of the Daily Reference
Value (DRV) or Reference Daily Intake
(RDI), as appropriate, for protein and
expressed as Percent of Daily Value.
When the protein quality in a food as
measured by the Protein Efficiency
Ratio (PER) is less than 40 percent of
the reference standard (casein) for a
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food represented or purported to be for
infants, the statement “not a signifi-
cant source of protein' shall be placed
adjacent to the declaration of protein
content. Protein content may be cal-
culated on the basis of the factor of 6.25
times the nitrogen content of the food
determined by the appropriate
method of analysis as given in th~ “Of-
ircial Methods of Analysis of the "DAC
International” (formerly the Associa-
tion of Official Analytical Chemists),
156th Ed. (1990), which is incorporated
by reference in accordance with b5
U.S.C. 552(a) and 1 CFR part 51, except
when the official procedure for a spe-
cific food requires another factor. Cop-
ies may be obtained from Association
of Official Analytical Chemists Inter-
national, 481 North Frederick Ave.,
suite 500, Gaithersburg, MD 20877-2504,
or may be inspected at the Office of the
Federal Register, 800 North Capitol St.
NW., suite 700, Washington, DC.

(1) A statement of the corrected
amount of protein per serving, as de-
termined in paragraph (c)(7)(ii) of this
section, calculated as a percentage of
the RDI or DRV for protein, as appro-
priate, and expressed as Percent of
Daily Value, may be placed on the
label, except that such a statement
shall be given if a protein claim is
made for the product, or if the product
is represented or purported to be for
use by infants or children under 4 years
of age. When such a declaration is pro-
vided, it shall be placed on the label
adjacent to the statement of grams of
protein and aligned under the column
headed “Percent Daily Value,” and ex-
pressed to the nearest whole percent.
However, the percentage of the RDI for
protein shall not be declared if the food
is represented or purported to be for
use by infants and the protein quality
value is less than 40 percent of the ref-
erence standard.

(11) The “‘corrected amount of protein
(gram) per serving” for foods rep-
resented or purported for adults and
children 1 or more years of age is equal
to the actual amount of protein (gram)
per serving multiplied by the amino
acid score corrected for protein digest-
ibility. If the corrected score is above
1.00, then it shall be set at 1.00. The
protein digestibility-corrected amino
acid score shall be determined by
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methods given in sections 5.4.1, 7.2.1,
and 8.00 in ‘“‘Protein Quality Evalua-
tion, Report of the Joint FAO/WHO Ex-
pert Consultation on Protein Quality
Evaluation,”” Rome, 1990, except that
when official AOAC procedures de-
scribed in section (¢c)X7) of this para-
graph require a specific food factor
other than 6.25, that gpecific factor
shall be used. The “‘Report of the Joint
FAO/WHO Expert Consultation on Pro-
tein Quality Evaluation’’ as published
by the Food and Agriculture Organiza-
tion of the TUnited Nations/World
Health Organization is incorporated by
reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Copies are
available from the Center for Food
Safety and Applied Nutrition (HFS-
150), Food and Drug Administration,
200 C St. SW., Washington, DC 20204, or
may be inspected at the Office of the
Federal Register, 800 North Capitol St.
NW., suite 700, Washington, DC. For
foods represented or purported for in-
fants, the corrected amount of protein
(grams) per serving is equal to the ac-
tual amount of protein (grams) per
serving multiplied by the relative pro-
tein guality value. The relative protein
quality value shall be determined by
dividing the subject food protein PER
value by the PER value for casein. If
the relative protein value is above 1.00,
it shall be set at 1.00.

(iii) For the purpose of labeling with
a percent of the Daily Reference Value
(DRV) or RDI, a value of 50 grams of
protein shall be the DRV for adults and
children 4 or more years of age, and the
RDI for protein for children less than 4
years of age, infants, pregnant women,
and lactating women shall be 16 grams,
14 grams, 60 grams, and 65 grams, re-
spectively.

(8) Vitamins and minerals: A state-
ment of the amount per serving of the
vitamins and minerals as described in
this paragraph, calculated as a percent
of the RDI and expressed as percent of
Dalily Value.

(i) For purposes of declaration of per-
cent of Daily Value as provided for in
paragraphs (d), (e), and (f) of this sec-
tion, foods represented or purported to
be for use by infants, children less than
4 years of age, pregnant women, or lac-
tating women shall use the RDI's that
are specified for the intended group.



Food and Drug Administration, HHS

For foods represented or purported to
be for use by both infants and children
under 4 years of age, the percent of
Daily Value shall be presented by sepa-
rate declarations according to para-
graph (e) of this section based on the
RDI values for infants from birth to 12
months of age and for children under 4
years of age. Similarly, the percent of
Daily Value based on both the RDI val-
ues for pregnant women and for lac-
tating women shall be declared sepa-
rately on foods represented or pur-
ported to be for use by both pregnant
and lactating women. When such dual
declaration is used on any label, it
shall be included in all labeling, and
equal prominence shall be given to
both values in all such labeling. All
other foods shall use the RDI for adults
and children 4 or more years of age.

(ii) The declaration of vitamins and
minerals as a percent of the RDI shall
include vitamin A, vitamin C, calcium,
and iron, in that order, and shall in-
clude any of the other vitamins and
minerals listed in paragraph (c)(8)(iv)
of this section when they are added as
a nutrient supplement, or when a claim
is made about them. Other vitamins
and minerals need not be declared if
neither the nutrient nor the compo-
nent is otherwise referred to on the
label or in labeling or advertising and
the vitamins and minerals are:

(A) Required or permitted in a stand-
ardized food (e.g., thiamin, riboflavin,
and niacin in enriched flour) and that
standardized food is included as an in-
gredient (i.e., component) in another
food; or

(B) Included in a food solely for tech-
nological purposes and declared only in
the ingredient statement. The declara-
tion may also include any of the other
vitamins and minerals listed in para-
graph (c)(8)(iv) of this section when
they are naturally occurring in the
food. The additional vitamins and min-
erals shall be listed in the order estab-
lished in paragraph (c)(8)(iv) of this
section.

(1i1i) The percentages for vitamins
and minerals shall be expressed to the
nearest 2-percent increment up to and
including the 10-percent level, the
nearest 5-percent increment above 10
percent and up to and including the 50-
percent level, and the nearest 10-per-
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cent increment above the 50-percent
level. Amounts of vitamins and min-
erals present at less than 2 percent of
the RDI are not required to be declared
in nutrition labeling but may be de-
clared by a zero or by the use of an as-
terisk (or other symbol) that refers to
another asterisk (or symbol) that is
placed at the bottom of the table and
that is {followed by the statement
“Contains less than 2 percent of the
Daily Value of this (these) nutrient
(nutrients)’’ or ‘‘Contains < 2 percent
of the Daily Value of this (these) nutri-
ent (nutrients).” Alternatively, except
as provided for in paragraph (f) of this
section, if vitamin A, vitamin C, cal-
cium, or iron is present in amounts less
than 2 percent of the RDI, label dec-
laration of the nutrient(s) is not re-
quired if the statement ‘““Not a signifi-
cant source of __ (listing the vitamins
or minerals omitted)” is placed at the
bottom of the table of nutrient values.
Either statement shall be in the same
type size as nutrients that are in-
dented.

(iv) The following RDI’'s and nomen-
clature are established for the fol-
lowing vitamins and minerals which
are essential in human nutrition:

Vitamin A, 5,000 International Units
Vitamin C, 60 milligrams
Calcium, 1,000 milligrams

Iron, 18 milligrams

Vitamin D, 400 International Units
Vitamin E, 30 International Units
Vitamin K, 80 micrograms
Thiamin, 1.5 milligrams
Riboflavin, 1.7 milligrams

Niacin, 20 milligrams

Vitamin Bg 2.0 milligrams
Folate, 400 micrograms

Vitamin B, 6 micrograms
Biotin, 300 micrograms
Pantothenic acid, 10 milligrams
Phosphoras, 1,000 milligrams
Iodine, 150 micrograms
Magnesium, 400 milligrams

Zinc, 15 milligrams

Selenium, 70 micrograms

Copper, 2.0 milligrams
Manganese, 2.0 milligrams
Chromium, 120 micrograms
Molybdenum, 75 micrograms
Chloride, 3,400 milligrams

(v) The following synonyms may be
added in parentheses immediately fol-
lowing the name of the nutrient or die-
tary component:

Calories—Energy

:
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Vitamin C—Ascorbic acid

Thiamin—Vitamin By

Riboflavin—Vitamin Bz

Folate—Folic acid or Folacin.

Alternatively, folic acid or folacin may be
listed without parentheses in place of

folate.

(vi) A statement of the percent of vi-
camin 4 ‘hat is present as beta-caro-
tene may be declared voluntarily.
When the vitamins and minerals are
listed in a single column, the state-
ment shall be indented under the infor-
mation on vitamin A. When vitamins
and minerals are arrayed horizontally,
the statement of percent shall be pre-
sented in parenthesis following the dec-
laration of vitamin A and the percent
DV of vitamin A in the food (e.g., ‘“‘Per-
cent Daily Value: Vitamin A 50 (90 per-
cent as beta-carotene)’’). When de-
clared, the percentages shall be ex-
pressed in the same increments as are
provided for vitamins and minerals in
paragraph (¢)(8)(iii) of this section.

(9) For the purpose of labeling with a
percent of the DRV, the following
DRV’s are established for the following
food components based on the reference
caloric intake of 2,000 calories:

Food component Unit o:“rgr?fxsure- DRV

|- 1 SO gram (g) 65
Saturated fatty acids ........... [ O coeeercveiencns 20
Cholesterof .......... milligrams (mg) 300
Total carbohydrate ... | grams (@) ....... 300
Fiber ..veeicine N do s .25
Sodium .. milligrams (mg) .... | 2,400
Potassium ....c.cccovervnrnenen | 80 e 3,500
Protein ......ceceivineeciinennne grams (g) ...oeere 50

(d)(1) Nutrient information specified
in paragraph (c¢) of this section shall be
presented on foods in the following for-
mat, as shown in paragraph (d)(12) of
this section, except on foods on which
dual columns of nutrition information
are declared as provided for in para-
graph (e) of this section, on those food
products on which the simplified for-
mat is required to be used as provided
for in paragraph (f) of this section, on
foods for infants and children less than
4 years of age as provided for in para-
graph (j)(5) of this section, and on foods
in small or intermediate-sized pack-
ages as provided for in paragraph (j)(13)
of this section. In the interest of uni-
formity of presentation, FDA urges
that the nutrition information be pre-
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sented using the graphic specifications
set forth in appendix B to part 101.

(i) The nutrition information shall be
set off in a box by use of hairlines and
shall be all black or one color type,
printed on a white or other neutral
contrasting background whenever prac-
tical.

(ii) All information within the nutri-
tion label shall utilize:

(A) A single easy-to-read type styie,

(B) Upper and lower case letters,

(C) At least one point leading (.e.,
space between two lines of text) except
that at least four points leading shall
be utilized for the information required
by paragraphs (d)X7) and (d)(8) of this
section as shown in paragraph (d)(12),
and

(D) Letters should never touch.

(iii) Information required in para-
graphs (d)(3), (d)(5), (dXT), and (d)8) of
this section shall be in type size no
smaller than 8 point. Except for the
heading “Nutrition Facts,” the infor-
mation required in paragraphs (d)4),
(d)(6), and (d)(9) of this section and all
other information contained within the
nutrition label shall be in type size no
smaller than 6 point. When provided,
the information described in paragraph
(d)(10) of this section shall also be in
type no smaller than 6 point.

(iv) The headings required by para-
graphs (4)@), (@)4), and (d)(6) of this
section (i.e., ‘‘Nutrition Facts,”
“Amount per Serving,” and “% Daily
Value*’’), the names of all nutrients
that are not indented according to re-
quirements of paragraph (c¢) of this sec-
tion (i.e., ‘‘Calories,”” “Total Fat,”
“‘Cholesterol,” “Sodium,” “Total Car-
bohydrate,”” and ‘“Protein’’), and the
percentage amounts required by para-
graph (d)(T)(ii) of this section shall be
highlighted by bold or extra bold type
or other highlighting (reverse printing
is not permitted as a form of high-
lighting) that prominently distin-
guishes it from other information. No
other information shall be highlighted.

(v) A hairline rule that is centered
between the lines of text shall separate
“Amount Per Serving” from the cal-
orie statements required in paragraph
(d)(5) of this section and shall separate
each nutrient and its corresponding
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percent Daily Value required in para-
graphs (d)(TX(1) and (d)X(7)(ii) of this sec-
tion from the nutrient and percent
Daily Value above and below it, as
shown in paragraph (d)(12) of this sec-
tion.

(2) The inforpraticc shal! be pre-
sented under the identiiying heading of
«Nutrition Facts whi % shal! be set in
a type size larger thau «.: oulier print
size in the nusrition l!abe: and. except
for labels presented according to the
format provided for in paragraph (d)(11)
of this section, unless impractical,
shall be set the full width of the infor-
mation provided under paragraph (d)(7)
of this section, as shown in paragraph
(d)(12) of this section.

(3) Information on serving size shall
immediately follow the heading as
shown in paragraph (d)(12) of this sec-
tion. Such information shall include:

(i) “Serving Size’’: A statement of
the serving size as specified in para-
graph (b)(7) of this section.

(i) “Servings Per Container’’: The
number of servings per container, ex-
cept that this statement is not re-
quired on single serving containers as
defined in paragraph (b)(6) of this sec-
tion or on other food containers when
this information is stated in the net
quantity of contents declaration.

(4) A subheading ‘““‘Amount Per Serv-
ing”’ shall be separated from serving
size information by a bar as shown in
paragraph (d)(12) of this section.

(56) Information on calories shall im-
mediately follow the heading ‘‘Amount
Per Serving” and shall be declared in
one line, leaving sufficient space be-
tween the declaration of ‘‘Calories”
and ‘‘Calories from fat’” to allow clear
differentiation, or, if ‘‘Calories from
saturated fat’” is declared, in a column
with total “*Calories’” at the top, fol-
lowed by ‘‘Calories from fat” {(in-
dented), and ‘‘Calories from saturated
fat” (indented).

(6) The column heading ‘% Daily
Value,”” followed by an asterisk (e.g.,
“% Daily Value*’), shall be separated
from information on calories by a bar
as shown in paragraph (d)(12) of this
section. The position of this column
heading shall allow for a list of nutri-
ent names and amounts as described in
baragraph (d)(7) of this section to be to
the left of, and below, this column
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heading. The column headings ‘‘Per-
cent Daily Value,” “Percent DV,” or
“% DV” may be substituted for “%
Daily Value.”

(7) Except as provided for in para-
graph (j)(13) of this section, nutrient
information for both mandatory and
any voluntary nutrients listed in para-
graph (c¢) of this section that are to be
declared in the nutrition label, except
vitamins and minerals, shall be de-
clared as follows:

(i) The name of each nutrient, as
specified in paragraph (c) of this sec-
tion, shall be given in a column and
followed immediately by the quan-
titative amount by weight for that nu-
trient appended with a ‘‘g”’ for grams
or a “‘mg’’ for milligrams as shown in
paragraph (d)(12) of this section. The
symbol ‘“<” may be used in place of
‘‘less than.”

(ii) A listing of the percent of the
DRV as established in paragraphs
(e)(T)(iii) and (c)(9) of this section shall
be given in a column aligned under the
heading ‘“% Daily Value’ established
in paragraph (d)(6) of this section with
the percent expressed to the nearest
whole percent for each nutrient de-
clared in the column described in para-
graph (d)(M({) of this section for which
a DRV has been established, except
that the percent for protein may be
omitted as provided in paragraph (c)X7)
of this section. The percent shall be
calculated by dividing either the
amount declared on the label for each
nutrient or the actual amount of each
nutrient (i.e., before rounding) by the
DRV for the nutrient, except that the
percent for protein shall be calculated
as specified in paragraph (c)(7)(ii) of
this section. The numerical value shall
be followed by the symbol for percent
(i.e., %).

(8) Nutrient information for vitamins
and minerals shall be separated from
information on other nutrients by a
bar and shall be arrayed horizontally
(e.g., Vitamin A 4%, Vitamin C 2%,
Calcium 15%, Iron 4%) or may be listed
in two columns as shown in paragraph
(d)(12) of this section, except that when
more than four vitamins and minerals
are declared, they may be declared
vertically with percentages listed
under the column headed “% Daily
Value.”




§iC1.9

(9) A footnote, preceded by an aster-
isk, shall be placed beneath the list of
vitamins and minerals and shall be sep-
arated from that list by a hairline.

(i) The footnote shall state:

Percent Daily Values are based on a
2,000 calorie diet.

Your daily values may be higher or
lower depending on your calorie needs.

Calories: 2,000 2,500
Total fat ......cccooeevnenne Less than 65 g 80g
Saturated fat ... ... | Less than 20g 2549
Cholesterol ... | Less than 300 mg 300 mg
Sodium ..o Less than 2,400 mg | 2,400 mg
Total carbohydrate ...... 300¢g 37549
Dietary fiber ................ 25g 30g

(ii) If the percent of Daily Value is
given for protein in the Percent of
Daily Value column as provided in
paragraph (d)(7)(ii) of this section, pro-
tein shall be listed under dietary fiber,
and a value of 50 g shall be inserted on
the same line in the column headed
2,000 and a value of 65 g in the col-
umn headed *‘2,500”".

(iii) If potassium is declared in the
column described in paragraph (d)(7)(i)
of this section, potassium shall be list-
ed under sodium and the DRV estab-
lished in paragraph (c)(9) of this sec-
tion shall be inserted on the same line
in the numeric columns.

(iv) The abbreviations established in
paragraph (3)(13)(ii)(B) of this section
may be used within the footnote.

(10) Caloric conversion information
on a per gram basis for fat, carbo-
hydrate, and protein may be presented
beneath the information required in
paragraph (d)(9) of this section, sepa-
rated from that information by a hair-
line. This information may be pre-
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sented horizontally as shown in para-
graph (d)(12) of this section (i.e., *‘Cal-
ories per gram: fat 9, carbohydrate 4,
protein 4'’) or vertically in columns.

(11)(i) If the space beneath the infor-
mation on vitamins and minerals is not
adequate to accommodate the informa-
tion required in paragraph (d)(9) of this
section, the information required in
paragraph (d)X9) may be moved to the
right of the column required in para-
graph (d)(7)(ii) of this section and set
off by a line that distinguishes it and
sets it apart from the percent Daily
Value information. The caloric conver-
sion information provided for in para-
graph (d)(10) of this section may be pre-
sented beneath either side or along the
full length of the nutrition label.

(ii) If the space beneath the manda-
tory declaration of iron is not adequate
to accommodate any remaining vita-
mins and minerals to be declared or the
information required in paragraph
(d4)(9) of this section, the remaining in-
formation may be moved to the right
and set off by a line that distinguishes
it and sets it apart from the nutrients
and the percent DV information given
to the left. The caloric conversion in-
formation provided for in paragraph
(d)(10) of this section may be presented
beneath either side or along the full
length of the nutrition label.

(iii) If there is not sufficient contin-
uous vertical space (i.e., approximately
3 in) to accommodate the required
components of the nutrition label up to
and including the mandatory declara-
tion of iron, the nutrition label may be
presented in a tabular display as shown
below.
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1

| N trition Amount/serving %Daily Valus®* Amount/serving % Dally Value* .m%m‘mh&n\:r%rw
! L. - L 4
“ Total Fat 1.5¢ 2% Total Carbohydrate 265 9% wmwwm 250

Facts Saturated Fat 0g 0% Dietary Fiber 2g 8% T &"“m"' aﬁm gm
iServing Size 2 slices (56g) Cholesterol Omg 0% Sugats 19 S Lastan 240000 2,400mg
| Servings Per Container 10 Sodium 280mg 12% Protein 49 oy X 3
Calories 140 Vitamin A0% « VitaminC0% + Calciumé6% « Iron6% 8 Der gram: ]

Calories from Fat 10 Thiamin 15% - Riboflavin8% + Niacin 10% Fat - Carbonydraie 4 - Proten
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(12) The following sample label illus-
trates the provisions of paragraph (d)
of this section.

Nutrition Facts

Serving Size 1 cup (2289)
Servings Per Container 2

Amount Per Serving
Calories 260 Calories from Fat 120
% Daily Value*
Total Fat 13g 20%
Saturated Fat 5g 25%
Cholesterol 30mg 10%
Sodium 660mg 28%
Total Carbohydrate 31g 10%
Dietary Fiber Og 0%
Sugars 5¢
Protein 5g

Vitamin A 4% . Vitamin C 2%
Calcium 15% . Iron 4%

* Percent Daily Values are based on a 2,000
calorie diet. Your daily values may be higher
or lower depending on your calorie needs:

Calories: 2,000 2,500
Total Fat Lessthan 659 80g
SatFat Lessthan 20g 25g
Cholesterol Lessthan 300mg  300mg
Sodium Lessthan 2,400mg 2,400mg
Total Carbohydrate 3000 3759
Dietary Fiber 259 30g

Calories per gram:
Fat9 « Carbohydrate 4 « Protein 4
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(13)(i) Nutrition labels on the outer
label of packages of products that con-
tain two or more separately packaged
foods that are intended to be eaten in-
dividually (e.g., variety packs of cere-
als or snack foods) or of packages that
are used inter: nngeabl for the same
type of food (e.g., round ice cream con-
tainers) may :-¢ an aggregate display.

(ii) Aggregaic displays shall comply
with the format requirements of para-

§101.9

graph (d) of this section to the max-
imum extent possible, except that the
identity of each food shall be specified
immediately under the ‘“Nutrition
Facts’ title, and both the quantitative
amount by weight (i.e., g/mg amounts)
and the percent Daily Value for each
nutrient shall be listed in separate «.ui-
umns under the name of each food. The
following sample label illustrates an
aggregate display.

 NUtrition Facts Ienods™  forineeeed Moo Pakes
Serving Size 1 Box {35g) (19¢9) (279)
Servings Per Container 1 1 1
I NN R
Amount Per Serving

Calories 120 70 100
Calories from Fat 0 o] 0
Total Fat 0g 0% Og 0% 0g 0%
Saturated Fat 0g 0% 0g 0% Og 0%
Cholesterol Omg 0% Omg 0% Omg 0%
Sodium omg 0% 200mg 8% 120mg 5%
Potassium 125mg 4% 25mg 1% 30mg 1%
Total Carbohydrate 299 10% 17g 6% 24g 8%
Dietary Fiber 39 12% 1g 4% 1g 4%

Sugars 8g 6g 13g

Protein 49 1g 1g
i ]
e Yo ot vy b b VitaminA 0% 10% 10%
or lower depending on your calorie needs:  Vjtamin C 0% 15% 90%
e 2 —  Caicium 0% 0% %%
SatFat Lessthan 209 259 Iron 10% 6% 20%
o o 2400 2400 Thiamin __ 30% 15% 20%
Total Carbotydrate 3009 3759 Riboflavin  30% 15% 20%
DoayPoor %29 Niacn 30% 15% 20%
g:xb;b-s %:m&me 4 « Protein 4 VitaminB,  30% 15% 20%

(14) In accordance with §101.15(c)(2),
when nutrition labeling must appear in
a second language, the nutrition infor-
mation may be presented in a separate
nutrition label for each language or in
one nutrition label with the informa-
tion in the second language following
that in BEnglish. Numeric characters
that are identical in both languages
need not be repeated (e.g., ‘“Protein/

Proteinas 2 g’’). All required informa-
tion must be included in both lan-
guages.

(e) Nutrition information may be pre-
sented for two or more forms of the
same food (e.g., both *‘as purchased”
and ‘‘as prepared’’) or for common com-
binations of food as provided for in
paragraph (h)(4) of this section, for dif-
ferent units (e.g., slices of bread or per
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100 grams) as provided for in paragraph
(b) of this section, or for two or more
groups for which RDI’s are established
(e.g., both infants and children less
than 4 years of age) as shown in para-
graph (e)(d) of this section. When such
dual labeling is provided, equal promi-
nence shall be given to both sets of val-
ues. Information shall be presented in a
format consistent with paragraph (d) of
this section, except that:

(1) Following the subheading of
“Amount Per Serving,” there shall be
two or more column headings accu-
rately describing the forms of the same
food (e.g., “Mix> and ‘‘Baked”), the
combinations of food, the units, or the
RDI groups that are being declared.
The column representing the product
as packaged and according to the label
serving size based on the reference
amount in §101.12(b) shall be to the left
of the numeric columns.

(2) When the dual labeling is pre-
sented for two or more forms of the
same food, for combinations of food, or
for different units, total calories and
calories from fat (and calories from
saturated fat, when declared) shall be
listed in a column and indented as
specified in paragraph (d)(5) of this sec-
tion with quantitative amounts de-
clared in columns aligned under the
column headings set forth in paragraph
(e)(1) of this section.

(3) Quantitative information by
weight required in paragraph (d)(7){d) of
this section shall be specified for the
form of the product as packaged and
according to the label serving size
based on the reference amount in
§101.12(b).

(1) Quantitative information by
weight may be included for other forms
of the product represented by the addi-
tional column(s) either immediately
adjacent to the required quantitative
information by weight for the product
as packaged and according to the label
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serving size based on the reference
amount in §101.12(b) or as a footnote.

(A) If such additional quantitative
information is given immediately adja-
cent to the required quantitative infor-
mation, it shall be declared for all nu-
trieni: listed and placed immediately
following and differentiated from the
required guantitative information
{e.g., separated by a comma). Such in-
formation shall not be put in a sepa-
rate column.

(B) If such additional quantitative in-
formation is given in a footnote, it
shall be declared in the same order as
the nutrients are listed in the nutri-
tion label. The additional quantitative
information may state the total nutri-
ent content of the product identified in
the second column or the nutrient
amounts added to the product as pack-
aged for only those nutrients that are
present in different amounts than the
amounts declared in the required quan-
titative information. The footnote
shall clearly identify which amounts
are declared. Any subcomponents de-
clared shall be listed parenthetically
after principal components (e.g., 1/2 cup
skim milk contributes an additional 40
calories, 65 mg sodium, 6 g total carbo-
hydrate (6 g sugars), and 4 g protein).

(ii) Total fat and its gquantitative
amount by weight shall be followed by
an asterisk (or other symbol) (e.g.,
“Total fat (2 g)*’) referring to another
asterisk (or symbol) at the bottom of
the nutrition label identifying the
form(s) of the product for which quan-
titative information is presented.

(4) Information required in para-
graphs (d)(T)(d1) and (d)(8) of this sec-
tion shall be presented under the sub-
heading ‘% DAILY VALUE" and in
columns directly under the column
headings set forth in paragraph (e)(1) of
this section.

(5) The following sample label illus-
trates the provisions of paragraph (e)
of this section:
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Nutrition Facts
Serving Size /12 package

(449, about 1/4 cup dry mix)
Servings Per Container 12

Amount PerServing __ Mix __ Baked
Calories 190 280
Calories from Fat 45 140

% Daily Value**
Total Fat 5¢" 8% 24%
Saturated Fat 2g 10% 13%
Cholesterol Omg 0% 23%
Sodium 300mg 13% 13%
Total
Carbohydrate34g 11% 11%
Dietary Fiber Og 0% 0%
Sugars 18g
Protein 2g
]
Vitamin A 0% 0%
Vitamin C 0% 0%
Calcium 6% 8%
Iron 2% 4%
* Amount in Mix

** Percent Daily Values are based on a 2,000
calorie diet. Your daily values may be higher
or lower depending on your calorie needs:

Calories: 2,000 2,500

Total Fat Lessthan 65g 80g

SatFat Lessthan 20g 25g
Cholesterol Lessthan 300mg  300mg
Sodium Lessthan 2,400mg 2,400mg
Total Carbohydrate 300g 375g

Dietary Fiber 25g 30g
Calories per gram:

Fat9 . Carbohydrate 4 « Protein 4

(f) The declaration of nutrition infor-
mation may be presented in the sim-
plified format set forth herein when a
food product contains insignificant
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amounts of seven or more of the fol-
lowing: Calories, total fat, saturated
fat, cholesterol, sodium, total carbo-
hydrate, dietary fiber, sugars, protein,
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vitamin A, vitamin C, calcium, and
iron; except that for foods intended for
children less than 2 years of age to
which §101.9(j}5)(i) applies, nutrition
information may be presented in the
simplified format when a food product
contains insignilicant amounts of six
or more of the following: Calories,
total fat, sodium, total carbohydrate,
dietary fiber. sugars, protein, vitamin
A, vitamin C, caicium, and iron.

(1) An “insignificant amount’ shall
be defined as that amount that allows
a declaration of zero in nutrition label-
ing, except that for total carbohydrate,
dietary fiber, and protein, it shall be an
amount that allows a declaration of
‘‘less than 1 gram.”

(2) The simplified format shall in-
clude information on the following nu-
trients;

(i) Total calories, total fat, total car-
bohydrate, protein, and sodium;

(ii) Calories from fat and any other
nutrients identified in paragraph (f) of
this section that are present in the
food in more than insignificant
amounts; and

(1ii) Any vitamins and minerals list-
ed in paragraph (c)(8)(iv) of this section
when they are required to be added as
a nutrient supplement to foods for
which a standard of identity exists.

(iv) Any vitamins or minerals listed
in paragraph (c¢)(8)(iv) of this section
voluntarily added to the food as nutri-
ent supplements.

(3) Other nutrients that are naturally
present in the food in more than insig-
nificant amounts may be voluntarily
declared as part of the simplified for-
madt.

(4) If any nutrients are declared as
provided in paragraphs ()(2)dii),
O)(2)(iv), or (£)(3) of this section as part
of the simplified format or if any nutri-
tion claims are made on the label or in
labeling, the statement ‘‘Not a signifi-
cant source of _____ ' (with the blank
filled in with the name(s) of any nutri-
ent(s) identified in §101.9(f) and cal-
ories from fat that are present in insig-
nificant amounts) shall be included at
the bottom of the nutrition label.

(5) Except as provided for in para-
graphs (j)(6) and (j)(13) of this section,
nutrient information declared in the
simplified format shall be presented in
the same manner as specified in para-

38

AL s
S : ;‘,}jf?

21 CFR Ch. I (4~-1-99 Edition)

graphs (d) or (e) of this section, except
that the footnote required in paragraph
(d)(9) of this section is not required.
When the footnote is omitted, an aster-
isk shall be placed at the bottom of the
label followed by the statement ‘‘Per-
cent Daily Values are based on a 2,000
calorie diet” and, if the terrn “Daily
Value” is not spelled out in the head-
ing, a statement that “DV" represents
“Daily Value.”

(g) Compliance with this section
shall be determined as follows:

(1) A collection of primary containers
or units of the same size, type, and
style produced under conditions as
nearly uniform as possible, designated
by a common container code or mark-
ing, or in the absence of any common
container code or marking, a day’s pro-
duction, constitutes a ‘‘lot.”

(2) The sample for nutrient analysis
shall consist of a composite of 12 sub-
samples (consumer units), taken 1 from
each of 12 different randomly chosen
shipping cases, to be representative of
a lot. Unless a particular method of
analysis is specified in paragraph (c¢) of
this section, composites shall be ana-
lyzed by appropriate methods as given
in the ““Official Methods of Analysis of
the AOAC International,” 15th Ed.
(1990), which is incorporated by ref-
erence in accordance with 5 U.S.C.
552(a) or 1 CFR part 51 or, if no AOAC
method is available or appropriate, by
other reliable and appropriate analyt-
ical procedures. The availability of this
incorporation by reference is given in
paragraph (c)(7) of this section.

(3) Two classes of nutrients are de-
fined for purposes of compliance:

(1) Class I. Added nutrients in for-
tified or fabricated foods; and

(11) Class I1. Naturally occurring (in-
digenous) nutrients. If any ingredient
which contains a naturally occurring
(indigenous) nutrient is added to a
food, the total amount of such nutrient
in the final food product is subject to
class II requirements unless the same
nutrient is also added.

(4) A food with a label declaration of
a vitamin, mineral, protein, total car-
bohydrate, dietary fiber, other carbo-
hydrate, polyunsaturated or
monounsaturated fat, or potassium
shall be deemed to be misbranded
under section 403(a) of the Federal
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Food, Drug, and Cosmetic Act (the act)
unless it meets the following require-
ments:

(i) Class I vitamin, mineral, protein, di-
etary fiber, or potassium. The nutrient
content of the composite is at least
equal to the value for that nutrient de-
clarec on the label.

(iiY Class 11 vitamin, mineral, protein,
tota: carvohydrate, dietary fiber, other
carbohydrate, polyunsaturated or
monounsaturated fat, or potassium. The
nutrient content of the composite is at
least equal to B0 percent of the value
for that nutrient declared on the label.
Provided, That no regulatory action
will be based on a determination of a
nutrient value that falls below this
level by a factor less than the varia-
bility generally recognized for the ana-
lytical method used in that food at the
level involved.

(5) A food with a label declaration of
calories, sugars, total fat, saturated
fat, cholesterol, or sodium shall be
deemed to be misbranded under section
403(a) of the act if the nutrient content
of the composite is greater than 20 per-
cent in excess of the value for that nu-
trient declared on the label. Provided,
That no regulatory action will be based
on a determination of a nutrient value
that falls above this level by a factor
less than the variability generally rec-
ognized for the analytical method used
in that food at the level involved.

(6) Reasonable excesses of a vitamin,
mineral, protein, total carbohydrate,
dietary fiber, other carbohydrate, poly-
unsaturated or monounsaturated fat,
or potassium over labeled amounts are
acceptable within current good manu-
facturing practice. Reasonable defi-
ciencies of calories, sugars, total fat,
saturated fat, cholesterol, or sodium
under labeled amounts are acceptable
within current good manufacturing
practice.

(7 Compliance will be based on the
metric measure specified in the label
statement of serving size.

(8) Compliance with the provisions
set forth ir paragraphs (g)(1) through
(g)(6) of this section may be provided
by use of an FDA approved data base
that has been computed following FDA
guideline procedures and where food
samples have been handled in accord-
ance with current good manufacturing
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practice to prevent nutrition loss. FDA
approval of a data base shall not be
considered granted until the Center for
Food Safety and Applied Nutrition has
agreed to all aspects of the data base in
writing. The approval will be granted
where a clear need is presented (e.g.,
raw produce and seafood). Approvals
will be in effect for a limited time, e.g.,
10 vears, and will be eligible for re-
newal in the absence of significant
changes in agricultural or industry
practices. Approval requests shall be
submitted in accordance with the pro-
visions of §10.30 of this chapter. Guid-
ance in the use of data bases may be
found in the “FDA Nutrition Labeling
Manual—A Guide for Developing and
Using Data Bases,” available from the
Office of Food Labeling (HFS-150), Cen-
ter for Food Safety and Applied Nutri-
tion, Food and Drug Administration,
200 C St. SW., Washington, DC 20204.

(9) When it is not technologically fea-
sible, or some other circumstance
makes it impracticable, for firms to
comply with the requirements of this
section (e.g., to develop adequate nutri-
ent profiles to comply with the require-
ments of paragraph (c¢) of this section),
FDA may permit alternative means of
compliance or additional exemptions
to deal with the situation. Firms in
need of such special allowances shall
make their request in writing to the
Center for Food Safety and Applied Nu-
trition (HFS-150), Food and Drug Ad-
ministration, 200 C St. SW., Wash-
ington, DC 20204.

(h) Products with separately pack-
aged ingredients or foods, with assort-
ments of food, or to which other ingre-
dients are added by the user may be la-
beled as follows:

(1) If a product consists of two or
more separately packaged ingredients
enclosed in an outer container or of as-
sortments of the same type of food
(e.g., assorted nuts or candy mixtures)
in the same retail package, nutrition
labeling shall be located on the outer
container or retail package (as the case
may be) to provide information for the
consumer at the point of purchase.
However, when two or more food prod-
ucts are simply combined together in
such a manner that no outer container
is used, or no outer label is available,
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each product shall have its own nutri-
tion information, e.g., two boxes taped
together or two cans combined in a
clear plastic overwrap. When sepa-
rately packaged ingredients or assort-
ments of the same type of food are in-
tended to be eaten at the same time,
the nutrition information may be spec-
ified per serving for each component or
as a composite value.

(2) If a product consists of two or
more separately packaged foods that
are intended to be eaten individually
and that are enclosed in an outer con-
tainer (e.g., variety packs of cereals or
snack foods), the nutrition information
shall:

(i) Be specified per serving for each
food in a location that is clearly visible
to the consumer at the point of pur-
chase; and

(ii) Be presented in separate nutri-
tion labels or in one aggregate nutri-
tion label with separate columns for
the quantitative amount by weight and
the percent Daily Value for each food.

(3) If a package contains a variety of
foods, or an assortment of foods, and is
in a form intended to be used as a gift,
the nutrition labeling shall be in the
form required by paragraphs (a)
through (f) of this section, but it may
be modified as follows:

(i) Nutrition information may be pre-
sented on the label of the outer pack-
age or in labeling within or attached to
the outer package.

(ii) In the absence of a reference
amount customarily consumed in
§101.12(b) that is appropriate for the
variety or assortment of foods in a gift
package, 1 ounce for solid foods, 2 fluid
ounces for nonbeverage liquids (e.g.,
syrups), and 8 fluid ounces for bev-
erages may be used as the standard
serving size for purposes of nutrition
labeling of foods subject to this para-
graph. However, the reference amounts
customarily consumed in §101.12(b)
shall be used for purposes of evaluating
whether individual foods in a gift pack-
age qualify for nutrient content claims
or health claims.

(iii) The number of servings per con-
tainer may be stated as ‘‘varied.”

(iv) Nutrition information may be
provided per serving for individual
foods in the package, or, alternatively,
a3 a composite per serving for reason-
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able categories of foods in the package
having similar dietary uses and similar
significant nutritional characteristics.
Reasonable categories of foods may be
used only if accepted by FDA. In deter-
mining whether a proposed category is
reasonable, FDA will consider whether
the values of the characterizing nutri-
ents in the foods proposed to be in the
category meet the compliance criteria
set forth in paragraphs (g)(3) through
(g)(6) of this section. Proposals for such
categories may be submitted in writing
to the Office of Food Labeling (HFS-
150), Center for Food Safety and Ap-
plied Nutrition, Food and Drug Admin-
istration, 200 C St. SW., Washington,
DC 20204.

(v) If a food subject to paragraph
(j)(13) of this section because of its
small size is contained in a gift pack-
age, the food need not be included in
the determination of nutrition infor-
mation under paragraph (h) of this sec-
tion if it is not specifically listed in a
promotional catalogue as being present
in the gift package, and:

(A) It is used in small quantities pri-
marily to enhance the appearance of
the gift package; or

(B) It is included in the gift package
as a free gift or promotional item.

(4) If a food is commonly combined
with other ingredients or is cooked or
otherwise prepared before eating, and
directions for such combination or
preparations are provided, another col-
umn of figures may be used to declare
nutrition information on the basis of
the food as consumed in the format re-
quired in paragraph (e) of this section
(e.g., a dry ready-to-eat cereal may be
described with one set of Percent Daily
Values for the cereal as sold (e.g., per
ounce), and another set for the cereal
and milk as suggested in the label (e.g.,
per ounce of cereal and 172 cup of vita-
min D fortified skim milk); and a cake
mix may be labeled with one set of Per-
cent Daily Values for the dry mix (per
serving) and another set for the serving
of the final cake when prepared): Pro-
vided, That, the type and quantity of
the other ingredients to be added to
the product by the user and the specific
method of cooking and other prepara-
tion shall be specified prominently on
the label.
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(i) Except as provided in paragraphs
(j)(13) and (j)(17) of this section, the lo-
cation of nutrition information on a
label shall be in compliance with
§101.2.

(j) The following foods are exempt
from this section or are subject to spe-
cial labeling requirements:

(1)) Food offered for sale by a person
who makes direct sales to consumers
(e.g., a retailer) who has annual gross
sales made or business done in sales to
consumers that is not more than
$500,000 or has annual gross sales made
or business done in sales of food to con-
sumers of not more than $50,000, Pro-
vided, That the food bears no nutrition
claims or other nutrition information
in any context on the label or in label-
ing or advertising. Claims or other nu-
trition information subject the food to
the provisions of this section.

(i) For purposes of this paragraph,
calculation of the amount of sales shall
be based on the most recent 2-year av-
erage of business activity. Where firms
have been in business less than 2 years,
reasonable estimates must indicate
that annual sales will not exceed the
amounts specified. For foreign firms
that ship foods into the United States,
the business activities to be included
shall be the total amount of food sales,
as well as other sales to consumers, by
the firm in the United States.

(2) Food products which are:

(1) Served in restaurants, Provided,
That the food bears no nutrition claims
or other nutrition information in any
context on the label or in labeling or
advertising. Claims or other nutrition
information subject the food to the
provisions of this section;

(i1) Served in other establishments in
which food is served for immediate
human consumption (e.g., institutional
food service establishments, such as
schools, hospitals, and cafeterias;
transportation carriers, such as trains
and airplanes; bakeries, delicatessens,
and retail confectionery stores where
there are facilities for immediate con-
sumption on the premises; food service
vendors, such as lunch wagons, ice
cream shops, mall cookie counters,
vending machines, and sidewalk carts
where foods are generally consumed
immediately where purchased or while
the consumer is walking away, includ-
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ing similar foods sold from convenience
stores; and food delivery systems or es-
tablishments where ready-to-eat foods
are delivered to homes or offices), Pro-
vided, That the food bears no nutrition
claims or other nutrition information
in any context on the label or in label-
ing or advertising. Claims or other nu-
tritior. Informaticn subject the food to
the provisions of this section,

(iii) Sold only in such facilities, Pro-
vided, That the food bears no nutrition
claims or other nutrition information
in any context on the label or in label-
ing or advertising. Claims or other nu-
trition information subject the food to
the provisions of this section;

(iv) Used only in such facilities and
not served to the consumer in the
package in which they are received
(e.g., foods that are not packaged in in-
dividual serving containers); or

(v) Sold by a distributor who prin-
cipally sells food to such facilities: Pro-
vided, That:

(A) This exemption shall not be
available for those foods that are man-
ufactured, processed, or repackaged by
that distributor for sale to any persons
other than restaurants or other estab-
lishments that serve food for imme-
diate human consumption, and

(B) The manufacturer of such prod-
ucts is responsible for providing the
nutrition information on the products
if there is a reasonable possibility that
the product will be purchased directly
by consumers.

(3) Food products that are:

(1) Of the type of food described in
paragraphs (j)(2)(1) and (j)(2)(ii) of this
section,

(i1) Ready for human consumption,

(1i1) Offered for sale to consumers but
not for immediate human consump-
tion,

(iv) Processed and prepared primarily
in a retail establishment, and

(v) Not offered for sale outside of
that establishment (e.g., ready-to-eat
foods that are processed and prepared
on-site and sold by independent deli-
catessens, bakeries, or retail confec-
tionery stores where there are no fa-
cilities for immediate human consump-
tion; by in-store delicatessen, bakery,
or candy departments; or at self-serv-
ice food bars such as salad bars), Pro-
vided, That the food bears no nutrition
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claims or other nutrition information
in any context on the label or in label-
ing or advertising. Claims or other nu-
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the provisions of this section.

{4) Foods =t contain insignificant
amounts o1 =il of the nutrients and
food compc nts required to be in-
cluded in t:. declaration of nutrition
information under paragraph (c) of this
section, Provided, That the food bears
no nutrition claims or other nutrition
information in any context on the label
or in labeling or advertising. Claims or
other nutrition information subject the
food to the provisions of this section.
An insignificant amount of a nutrient
or food component shall be that
amount that allows a declaration of
zero in nutrition labeling, except that
for total ca.rbohydrate dietary fiber,
and protein, it shall be an amount that
allows a declaration of ‘“less than 1
gram.”” Examples of foods that are ex-
empt under this paragraph include cof-
fee beans (whole or ground), tea leaves,
plain unsweetened instant coffee and
tea, condiment-type dehydrated vege-
tables, flavor extracts, and food colors.

(5)(1) Foods, other than infant for-
mula, represented or purported to be
specifically for infants and children
less than 2 years of age shall bear nu-
trition labeling, except as provided in
paragraph (G}5)ii) and except that
such labeling shall not include calories
from fat (paragraph (c)(1){di) of this
section), calories from saturated fat
((eX1)(ii)), saturated fat ((c)2){)),
polyunsaturated fat ((c)}2)(ii)),
monounsaturated fat ((¢)(2)(iii)), and
cholesterol ((c)(3)).

(ii) Foods, other than infant formula,
represented or purported to be specifi-
cally for infants and children less than
4 years of age shall bear nutrition la-
beling, except that:

(A) Such labeling shall not include
declarations of percent of Daily Value
for total fat, saturated fat, cholesterol,
sodium, potassium, total carbohydrate,
and dietary fiber;

(B) Nutrient names and quantitative
amounts by weight shall be presented
in two separate columns.

(C) The heading ‘“Percent Daily
Value' required in paragraph (d)(6) of
this section shall be placed imme-
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diately below the quantitative infor-
mation by weight for protein;

(D) Percent of Daily Value for pro-
and minerals shall be

tein, vitamins,

listed immediately below the heading
“Percent Daily Value’’; and

(E) Such labeling shall not include
the footnote specified in paragraph
(d)(9) of this section.

(6) Dietary supplements, except that
such foods shall be labeled in compli-
ance with §101.36.

(T Infant formula subject to section
412 of the act, as amended, except that
such foods shall be labeled in compli-
ance with part 107 of this chapter.

(8) Medical foods as defined in section
5(b) of the Orphan Drug Act (21 U.S.C.
360ee(b)(3)). A medical food is a food
which is formulated to be consumed or
administered enterally under the su-
pervision of a physician and which is
intended for the specific dietary man-
agement of a disease or condition for
which distinctive nutritional require-
ments, based on recognized scientific
principles, are established by medical
evaluation. A food is subject to this ex-
emption only if:

(i) It is a specially formulated and
processed product (as opposed to a nat-
urally occurring foodstuff used in its
natural state) for the partial or exclu-
sive feeding of a patient by means of
oral intake or enteral feeding by tube;

(ii) It is intended for the dietary
management of a patient who, because
of therapeutic or chronic medical
needs, has limited or impaired capacity
to ingest, digest, absorb, or metabolize
ordinary foodstuffs or certain nutri-
ents, or who has other special medi-
cally determined nutrient require-
ments, the dietary management of
which cannot be achieved by the modi-
fication of the normal diet alone;

(iii) It provides nutritional support
specifically modified for the manage-
ment of the unigque nutrient needs that
result from the specific disease or con-
dition, as determined by medical eval-
uation;

(iv) It is intended to be used under
medical supervision; and

(v) It is intended only for a patient
receiving active and ongoing medical
supervision wherein the patient re-
quires medical care on a recurring
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pbasis for, among other things, instruc-
tions on the use of the medical food.

(9) Food products shipped in bulk
form that are not for distribution to
consumers in such form and that are
for use solely in the manufacture of
other foods or that are to be processed,
labeled, or repacked at a site other
than where originally processed or
packed.

(10) Raw fruits, vegetables, and fish
subject to section 403(q)(4) of the act,
except that the labeling of such foods
should adhere to guidelines in §101.45.
This exemption is contingent on the
food bearing no nutrition claims or
other nutrition information in any
context on the label or in labeling or
advertising. Claims or other nutrition
information subject the food to nutri-
tion labeling in accordance with
§101.45. The term fish includes fresh-
water or marine fin fish, crustaceans,
and mollusks, including shellfish, am-
phibians, and other forms of aquatic
animal life.

(11) Packaged single-ingredient prod-
ucts that consist of fish or game meat
(i.e., animal products not covered
under the Federal Meat Inspection Act
or the Poultry Products Inspection
Act, such as flesh products from deer,
bison, rabbit, quail, wild turkey, or os-
trich) subject to this section may pro-
vide required nutrition information for
a 3-ounce cooked edible portion (i.e., on
an ‘‘as prepared’’ basis), except that:

(i) Such products that make claims
that are based on values as packaged
must provide nutrition information on
an as packaged basis, and

(ii) Nutrition information is not re-
quired for custom processed fish or
game meats.

(12) Game meats (i.e., animal prod-
ucts not covered under the Federal
Meat Inspection Act or the Poultry
Products Inspection Act, such as flesh
products from deer, bison, rabbit,
quail, wild turkey, or ostrich) may pro-
vide required nutrition information on
labeling in accordance with the provi-
sions of paragraph (a)(2) of this section.
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(13)(i) Foods in small packages that
have a total surface area available to
bear labeling of less than 12 square
inches, Provided, That the labels for
these foods bear no nutrition claims or
other nutrition information in any
context on the label or in labeling or
advertising. Claims or other nutrition
information subject the food to the
provisions of this section.

(A) The manufacturer, packer, or dis-
tributor shall provide on the label of
packages that qualify for and use this
exemption an address or telephone
number that a consumer can use to ob-
tain the required nutrition information
(e.g., “For nutrition information, call
1-800-123-4567").

(B) When such products bear nutri-
tion labeling, either voluntarily or be-
cause nutrition claims or other nutri-
tion information is provided, all re-
quired information shall be in type size
no smaller than 6 point or all upper-
case type of 1716 inches minimum
height, except that individual serving-
size packages of food served with meals
in restaurants, institutions, and on
board passenger carriers, and not in-
tended for sale at retail, may comply
with §101.2(c)(b).

(ii) Foods in packages that have a
total surface area available to bear la-
beling of 40 or less square inches may
modify the requirements of paragraphs
(c) through (f) and (i) of this section by
one or more of the following means:

(A) Presenting the required nutrition
information in a tabular or, as pro-
vided below, linear (i.e., string) fashion
rather than in vertical columns if the
product has a total surface area avail-
able to bear labeling of less than 12
square inches, or if the product has a
total surface area available to bear la-
beling of 40 or less square inches and
the package shape or size cannot ac-
commodate a standard vertical column
or tabular display on any label panel.
Nutrition information may be given in
a linear fashion only if the label will
not accommodate a tabular display.

(I) The following sample label illus-
trates the tabular display.
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§101.9
Nutrition Amount/serving % DV* Amourt/serving % DV*
Facts TotalFatly 2% TotalCarb.0g 0%
Serv. Size '/acup (560)  Sat Fat Og 0% Fiber Og 0%
Servings about 3 " 20 S
Calories 80 Cholest. 1Omg %o ugars Og
FatCal. 10 Sodium 200mg 8%  Protein 179
*P Val D :
Do D e oo s Vitamin A 0%  Vitamin C 0% « Calcium 0% ¢ Iron 6%

(2) The following sample label illus-
trates the linear display. When nutri-
tion information is given in a linear
fashion, bolding is required only on the
title *“Nutrition Facts and is allowed

voluntarily for the nutrient names for
“Calories,”” “Total fat,” ‘“Cholesterol,”
“Sodium,” ‘“Total carbohydrate,” and
“Protein.”

Nutrition FaActs s. . 1 e anontre

Serving: Calorles 45, Fat Cal. 10, Total Fat 1g (2% DV), Sat. Fat 1g (5% Dv),

Cholest. Omg (0% DV), Sodium 50mg (2% DV), Total carb. 8g (3% DV), Fiber 1g
(4% DV), Sugars 4g, Protein 1g, Vitamin A (8% DV), Vitamin C (8% DV), Calclum
(0% DV), Iron (2 % DV). Percent Daily Values (DV) are based on a 2,000 calorie diet.

(B) Using any of the following abbre-
viations:

Serving slze—Serv size

Servings per container—Servings
Calories from fat—Fat cal

Calories from saturated fat—Sat fat cal
Saturated fat—Sat fat
Monounsaturated fat—Monounsat fat
Polyunsaturated fat—Polyunsat fat
Cholesterol—Cholest

Tota) carbohydrate—Total carb
Dietary fiber—Fiber

Soluble fiber—Sol fiber

Insoluble fiber—Insol fiber

Sugar alcohol—Sugar alc

Other carbohydrate—Other carb

(C) Omitting the footnote required in
paragraph (d)@) of this section and
placing another asterisk at the bottom
of the label followed by the statement
“Percent Daily Values are based on a
2,000 calorie diet‘* and, if the term
“PDaily Value’ is not spelled out in the
heading, a statement that *“DV™ rep-
resents “‘Daily Value.”

(D) Presenting the required nutrition
information on any label panel.
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(14) Shell eggs packaged in a carton
that has a top 1id designed to conform
to the shape of the eggs are exempt
from outer carton label requirements
where the required nutrition informa-
tion is clearly presented immediately
beneath the carton lid or in an insert
that can be clearly seen when the car-
ton is opened.

(15) The unit containers in a multi-
unit retail food package where:

(1) The multiunit retail food package
labeling contains all nutrition infor-
mation in accordance with the require-
ments of this section;

(ii) The unit containers are securely
enclosed within and not intended to be
separated from the retail package
under conditions of retail sale; and

(iii) Each unit container is labeled
with the statement ‘“This Unit Not La-
beled For Retail S8ale’ in type size not
less than 1/16-inch in height, except
that this statement shall not be re-
quired when the inner unit containers
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bear no labeling at all. The word ‘“‘indi-
vidual” may be used in lieu of or im-
mediately preceding the word ‘‘Retail”’
in the statement.

(16) Food products sold from bulk
containers: Provided, That nutrition in-
formation required by this section be
displayed to consumers either on the
labeling of the bulk container plainly
in view or in accordance with the pro-
visions of paragraph (a)(2) of this sec-
tion.

(17) Foods in packages that have a
total surface area available to bear la-
beling greater than 40 square inches
but whose principal display panel and
information panel do not provide suffi-
cient space to accommodate all re-
quired information may use any alter-
nate panel that can be readily seen by
consumers for the nutrition label. The
space needed for vignettes, designs, and
other nonmandatory label information
on the principal display panel may be
considered in determining the suffi-
ciency of available space on the prin-
cipal display panel for the placement of
the nutrition label. Nonmandatory
label information on the information
panel shall not be considered in deter-
mining the sufficiency of avallable
space for the placement of the nutri-
tion label.

(18) Food products that are low-vol-
ume (that is, they meet the require-
ments for units sold in paragraphs
(H)(18)(1) or (3)(18)(ii1) of this section);
that, except as provided in paragraph
(3)(18)(iv) of this section, are the sub-
ject of a claim for an exemption that
provides the information required
under paragraph (j)(18)(iv) of this sec-
tion, that is filed before the beginning
of the time period for which the exemp-
tion is claimed, and that is filed by a
person, whether it is the manufacturer,
packer, or distributor, that qualifies to
claim the exemption under the require-
ments for average full-time equivalent
employees in paragraphs (3)(18)(1) or
()(18)(i1) of this section; and whose la-
bels, labeling, and advertising do not
provide nutrition information or make
a nutrient content or health claim.

(1) For food products first introduced
(nto interstate commerce before May 8,
1994, the product shall be exempt for
the period:
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(A) Between May 8, 1995, and May 7,
1996, if, for the period between May 8,
1994, and May 7, 1995, the person claim-
ing the exemption employed fewer than
an average of 300 full-time equivalent
employees and fewer than 400,000 units
of that product were sold in the United
States; and

B) Betwevs May 8, 1996, and May 7,
1997, if for the period between May 8,
1995, and May 7, 1996, the person claim-
ing the exemption employed fewer than
an average of 200 full-time equivalent
employees and fewer than 200,000 units
of that product were sold in the United
States.

(ii) For all other food products, the
product shall be eligible for an exemp-
tion for any 12-month period if, for the
preceding 12 months, the person claim-
ing the exemption employed fewer than
an average of 100 full-time equivalent
employees and fewer than 100,000 units
of that product were sold in the United
States, or in the case of a food product
that was not sold in the 12-month pe-
riod preceding the period for which ex-
emption is claimed, fewer than 100,000
units of such product are reasonably
anticipated to be sold in the United
States during the period for which ex-
emption is claimed.

(iii) If a person claims an exemption
under paragraphs (j)(18)(1) or (G)(18)(1i)
of this section for a food product and
then, during the period of such exemp-
tion, the number of full-time equiva-
lent employees of such person exceeds
the appropriate number, or the number
of food products sold in the United
States exceeds the appropriate number,
or, if at the end of the period of such
exemption, the food product no longer
qualifies for an exemption under the
provisions of paragraphs (§)(18)(1) or
(j)(18)(i1) of this section, such person
shall have 18 months from the date
that the product was no longer quali-
fied as a low-volume product of a small
business to comply with this section.

(iv) A notice shall be filed with the
Office of Food Labeling (HFS-150), Cen-
ter for Food Safety and Applied Nutri-
tion, Food and Drug Administration,
200 C St. SW., Washington, DC 20204
and contain the following information,
except that if the person is not an im-
porter and has fewer than 10 full-time
equivalent employees, that person does
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not have to file a notice for any food
product with annual sales of fewer than
10,000 total units:

(A) Name and address of person re-
questing exemption. This should in-
clude a telephone number or FAX num-
ber that can be used to contact the per-
son along with the name of a specific
contact;

(B) Names of the food products (in-
cluding the various brand names) for
which exemption is claimed,;

(C) Name and address of the manufac-
turer, distributor, or importer of the
food product for which an exemption is
claimed, if different than the person
that is claiming the exemption;

(D) The number of full-time eguiva-
lent employees. Provide the average
number of full-time equivalent individ-
uals employed by the person and its af-
filiates for the 12 months preceding the
period for which a small business ex-
emption is claimed for a product. The
average number of full-time equivalent
employees is to be determined by divid-
ing the total number of hours of salary
or wages paid to employees of the per-
son and its affiliates by the number of
hours of work in a year, 2,080 hours
(i.e., 40 hoursxb2 weeks);

(E) Approximate total number of
units of the food product sold by the
person in the United States in the 12-
month period preceding that for which
a small business exemption is claimed.
Provide the approximate total number
of units sold, or expected to be sold, in
a 12-month period for each product for
which an exemption is claimed. For
products that have been in production
for 1 year or more prior to the period
for which exemption is claimed, the 12-
month period is the period imme-
diately preceding the period for which
an exemption is claimed. For other
products, the 12-month pericd is the pe-
riod for which an exemption is claimed;
and

(F') The notice shall be signed by a re-
sponsible individual for the person who
can certify the accuracy of the infor-
mation presented in the notice. The in-
dividual shall certify that the informa-
tion contained in the notice is a com-
plete and accurate statement of the av-
erage number of full-time equivalent
employees of this person and its affili-
ates and of the number of units of the
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product for which an exemption is
claimed sold by the person. The indi-
vidual shall also state that should the
average number of full-time equivalent
employees or the number of units of
food products sold in the United States
by the person exceed the applicable
numbers for the time period for which
exemption is claimed, the person will
notify FDA of that fact and the date on
which the number of employees or the
number of products sold exceeded the
standard.

(v) FDA may by regulation lower the
employee or units of food products re-
guirements of paragraph (§)(18)(ii) of
this section for any food product first
introduced into interstate commerce
after May 8, 2002, if the agency deter-
mines that the cost of compliance with
such lower requirement will not place
an undue burden on persons subject tc
it.

(vi) For the purposes of this para
graph, the following definitions apply:

(A) Unit means the packaging or, i
there is no packaging, the form i
which a food product is offered for sal
t0 consumers.

(B) Food product means food in ar
sized package which is manufacture
by a single manufacturer or whi
bears the same brand name, whi
bears the same statement of identit
and which has similar preparati
methods.

(C) Person means all domestic a
foreign affiliates, as defined in 13 C
121.401, of the corporation, in the ¢
of a corporation, and all affiliates,
defined in 13 CFR 121.401, of a firm
other entity, when referring to a £
or other entity that is not a corpc
tion.

(D) Fuli-time egquivalent empl
means all individuals employed by
person claiming the exemption. '
number shall be determined by di
ing the total number of hours of 8a
or wages paid directly to employe:
the person and of all of its affiliate
the number of hours of work in a :
2,080 hours (i.e., 40 hoursx52 weeks)

(k) A food labeled under the 1
sions of this section shall be deem
be misbranded under sections !

and 403(a) of the act if its label ¢
beling represents, suggests, or im
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(1) That the food, because of the pres-
ence or absence of certain dietary prop-
erties, is adequate or effective in the
prevention, cure, mitigation, or treat-
ment of any disease or symptom. Infor-
mation about the relationship of a die-
tary property to a disease or health-re-
lated condition may only be provided
in conformance with the requirements
of §101.14 and part 101, subpart E.

(2) That the lack of optimum nutri-
tive quality of a food, by reason of the
soil on which that food was grown, is or
may be responsible for an inadequacy
or deficiency in the quality of the daily
diet.

(3) That the storage, transportation,
processing, or cooking of a food is or
may be responsible for an inadequacy
or deficiency in the quality of the daily
diet.

(4) That a natural vitamin in a food
is superior to an added or synthetic vi-
tamin.

{58 FR 2175, Jan. 6, 1993, as amended at 58 FR
2227, 2533, Jan. 6, 1993, 58 FR 17104, Apr. 1,
1993; 58 FR 17328-17331, Apr. 2, 1993; 58 FR
44048, 44076, Aug. 18, 1993; 58 FR 59363, Nov. 9,
1993; 58 FR 60109, Nov. 15, 1993; 59 FR 371, Jan.
4, 1994; 59 FR 62317, Dec. 5, 19%4; 60 FR 17205,
Apr. 5, 1995; 60 FR 30788, June 12, 1995; 60 FR
67174, Dec. 28, 1995; 61 FR 8779, Mar. 5, 1996; 61
FR 14479, Apr. 2, 1996; 61 FR 40978, Aug. 7,
1996; 62 FR 15342, Mar. 31, 1997; 62 FR 49848,
Sept. 23, 1997; 63 FR 14035, Mar, 24, 1998]

EFFECTIVE DATE NOTE: At 64 FR 12889, Mar.
16, 1999, §101.9 was amended by revising para-
graph (b)(5)(1), effective Jan. 1, 2002. For the
convenience of the user, the revised text is
set forth as follows:

§101.9 Nutrition labeling of food.

* * * *

(b)* * %

(5)* * &

(1) Cups, tablespoons, or teaspoons shall be
wsed wherever possible and appropriate ex-
ept for beverages. For beverages, a manu-
wcturer may use fluid ounces. Cups shall be
rpressed in 1/4- or 1/3-cup increments. Table-
oons shall be expressed as 1, 11/3,11/2,12

2, or 3 tablespoons. Teaspoons shall be ex-

essed as /8, 14, 1/2, 34, 1, or 2 teaspoons.
*

* *

* *

11.10 Nutrition labeling of res-

taurant foods.

utrition labeling in accordance with
.9 shall be provided upon request
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for any restaurant food or meal for
which a nutrient content claim (as de-
fined in §101.13 or in subpart D of this
part) or a health claim (as defined in
§101.14 and permitted by a regulation
in subpart E of this part) is made, ex-
cept that information on the nutrient
amounts that are the basis for the
claim (e.g., “low fat, this meal provides
less than 10 grams of fat’’) may serve
as the functional equivalent of com-
plete nutrition information as de-
scribed in §101.9. Nutrient levels may
be determined by nutrient data bases,
cookbooks, or analyses or by other rea-
sonable bases that provide assurance
that the food or meal meets the nutri-
ent requirements for the claim. Presen-
tation of nutrition labeling may be in
various forms, including those provided
in §101.45 and other reasonable means.

{61 FR 40332, Aug. 2, 1996]

§101.12 Reference amounts custom-
arily consumed per eating occasion.

(a) The general principles and factors
that the Food and Drug Administra-
tion (FDA) considered in arriving at
the reference amounts customarily
consumed per eating occasion (ref-
erence amounts) which are set forth in
paragraph (b) of this section, are that:

(1) FDA calculated the reference
amounts for persons 4 years of age or
older to reflect the amount of food cus-
tomarily consumed per eating occasion
by persons in this population group.
These reference amounts are based on
data set forth in appropriate national
food consumption surveys.

(2) FDA calculated the reference
amounts for an infant or child under ¢
yvears of age to reflect the amount of
food customarily consumed per eating
occasion by infants up to 12 months of
age or by children 1 through 3 years of
age, respectively. These reference
amounts are based on data set forth in
appropriate national food consumption
surveys. Such reference amounts are to
be used only when the food is specially
formulated or processed for use by an
infant or by a child under 4 years of
age.

(3) An appropriate national food con-
sumption survey includes a large sam-
ple size representative of the demo-
graphic and socioeconomic characteris-
tics of the relevant population group
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(1) That the food, because of the pres-
ence or absence of certain dietary prop-
erties, is adequate or effective in the
prevention, cure, mitigation, or treat-
ment of any disease or symptom. Infor-
mation about the relationship of a die-
tary property to a disease or health-re-
lated condition may only be provided
in conformance with the requirements
of §101.14 and part 101, subpart E.

(2) That the lack of optimum nutri-
tive quality of a food, by reason of the
soil on which that food was grown, is or
may be responsible for an inadequacy
or deficiency in the quality of the daily
diet.

(3) That the storage, transportation,
processing, or cooking of a food is or
may be responsible for an inadequacy
or deficiency in the quality of the daily
diet.

(4) That a natural vitamin in a food
is superior to an added or synthetic vi-
tamin.

[68 FR 2175, Jan. 6, 1933, as amended at 58 FR
2227, 2533, Jan. 6, 1993; 58 FR 17104, Apr. 1,
1993; 58 FR 17328-17331, Apr. 2, 1993; 58 FR
44048, 44076, Aug. 18, 1993; 58 FR 539363, Nov. 9,
1993; 58 FR 60109, Nov. 15, 1993; 59 FR 371, Jan.
4, 1994; 59 FR 62317, Dec. 5, 1994; 60 FR 17205,
Apr. 5, 1995; 60 FR 30788, June 12, 1995; 60 FR
67174, Dec. 28, 1995; 61 FR 8779, Mar. 5, 1996; 61
FR 14479, Apr. 2, 1996; 61 FR 40978, Aug. 7,
1996; 62 FR 15342, Mar. 31, 1997; 62 FR 49848,
Sept. 23, 1997; 63 FR 14035, Mar. 24, 1998]

EFFECTIVE DATE NOTE: At 64 FR 12889, Mar.
16, 1999, §101.9 was amended by revising para-
graph (b)(6)(1), effective Jan. 1, 2002. For the
convenience of the user, the revised text is
set forth as follows:

§101.9 Nutrition labeling of food.

* * * * *

(b)* % %

(5)* * *

(1) Cups, tablespoons, or teaspoons shall be
used wherever possible and appropriate ex-
cept for beverages. For beverages, a manu-
facturer may use fluid ounces. Cups shall be
expressed in 1/4- or 1/3-cup increments. Table-
spoons shall be expressed as 1,11/3, 112,12
3, 2, or 3 tablespoons. Teaspoons shall be ex-
pressed as /8, 1/4, 172, 3/4, 1, or 2 teaspoons.

* * * * *

§101.10 Nutrition
taurant foods.

Nutrition labeling in accordance with
§101.9 shall be provided upon request

labeling of res-
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for any restaurant food or meal for
which a nutrient content claim (as de-
fined in §101.13 or in subpart D of this
part) or a health claim (as defined in
§101.14 and permitted by a regulation
in subpart E of this part) is made, ex-
cept that information on the nutrient
amounts that are the basis for the
claim (e.g., “‘low fat, this meal provides
less than 10 grams of fat’) may serve
as the functional equivalent of com-
plete nutrition information as de-
scribed in §101.9. Nutrient levels may
be determined by nutrient data bases,
cookbooks, or analyses or by other rea-
sonable bases that provide assurance
that the food or meal meets the nutri-
ent requirements for the claim. Presen-
tation of nutrition labeling may be in
various forms, including those provided
in §101.45 and other reasonable means.

[61 FR 40332, Aug. 2, 1996]

§101.12 Reference amounts custom-
arily consumed per eating occasion.

(a) The general principles and factors
that the Food and Drug Administra-
tion (FDA) considered in arriving at
the reference amounts customarily
consumed per eating occasion (ref-
erence amounts) which are set forth in
paragraph (b) of this section, are that:

(1) FDA calculated the reference
amounts for persons 4 years of age or
older to reflect the amount of food cus-
tomarily consumed per eating occasion
by persons in this population group.
These reference amounts are based on
data set forth in appropriate national
food consumption surveys.

(2) FDA calculated the reference
amounts for an infant or child under 4
yvears of age to reflect the amount of
food customarily consumed per eating
occasion by infants up to 12 months of
age or by children 1 through 3 years of
age, respectively. These reference
amounts are based on data set forth in
appropriate national food consumption
surveys. Such reference amounts are to
be used only when the food is specially
formulated or processed for use by an
infant or by a child under 4 years of
age.

(3) An appropriate national food con-
sumption survey includes a large sam-
ple size representative of the demo-
graphic and socioeconomic characteris-
tics of the relevant population group
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juice, shall not bear any other percent-
age declaration that describes the juice
content of the beverage in its label or
in its labeling (e.g., ‘100 percent nat-
ural” or ‘100 percent pure’’). However,
the label or labeling may bear percent-
age statements clearly unrelated to
juice content (e.g., “‘provides 100 per-
cent of U.S. RDA of vitamin C”*).

(m) Products purporting to be bev-
erages that contain fruit or vegetable
juices are exempted from the provi-
sions of this section until May 8, 1994.
All products that are labeled on or
after that date shall comply with this
section.

[58 FR 2925, Jan. 6, 1993, as amended at 58 FR
44063, Aug. 18, 1993; 58 FR 49192, Sept. 22, 1993]

Subpart C—Specific Nutrition La-
beling Requirements and
Guldelines

SoUuRcE: 55 FR 60890, Nov. 27, 1991, unless
otherwise noted.

§101.36 Nutrition labeling of dietary
supplements.

(a) The label of a dietary supplement
that is offered for sale shall bear nutri-
tion labeling in accordance with this
regulation unless an exemption is pro-
vided for the product in paragraph (h)
of this section.

(b) The declaration of nutrition infor-
mation on the label and in labeling
shall contain the following informa-
tion, using the subheadings and the
format specified in paragraph (e) of
this section.

(1) Serving size. (i) The subheading
“Serving Size’” shall be placed under
the heading ‘“‘Supplement Facts’’ and
aligned on the left side of the nutrition
label. The serving size shall be deter-
mined in accordance with §§101.9(b) and
101.12(b), Table 2. Serving size for die-
tary supplements shall be expressed
using a term that is appropriate for the
form of the supplement, such as ‘‘tab-
lets,” ‘‘capsules,” ‘‘packets,” or ‘‘tea-
spoonfuls.”

(ii) The subheading ‘‘Servings Per
Container” shall be placed under the
subheading “Serving Size’’ and aligned
on the left side of the nutrition label,
except that this information need not
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be provided when it is stated in the net
quantity of contents declaration.

(2) Information on dietary ingredients
that have a Reference Daily Intake (RDI)
or a Daily Reference Value (DRV) as es-
tablished in §101.9(c) and their subcompo-
nents (hereinafter referred to as ‘‘(b)(2)-
dietary ingredients’’). (i) The (b)(2)-die-
tary ingredients to be declared, that is,
total calories, calories f:om fat, total
fat, saturated fat, cholesterol, sodium,
total carbohydrate, dietary fiber, sug-
ars, protein, vitamin A, vitamin C, cal-
cium and iron, shall be declared when
they are present in a dietary supple-
ment in quantitative amounts by
weight that exceed the amount that
can be declared as zero in nutrition la-
beling of foods in accordance with
§101.9(c). Calories from saturated fat
and polyunsaturated fat,
monounsaturated fat, soluble fiber, in-
soluble fiber, sugar alcohol, and other
carbohydrate may be declared, but
they shall be declared when a claim is
made about them. Any other vitamins
or minerals listed in §101.9(c)(8)(iv) or
(c)(9) may be declared, but they shall
be declared when they are added to the
product for purposes of supplemen-
tation, or when a claim is made about
them. Any (b)(2)-dietary ingredients
that are not present, or that are
present in amounts that can be de-
clared as zero in §101.9(c), shall not be
declared (e.g., amounts corresponding
to less than 2 percent of the RDI for vi-
tamins and minerals). Protein shall not
be declared on labels of products that,
other than ingredients added solely for
technological reasons, contain only in-
dividual amino acids.

(A) The names and the quantitative
amounts by weight of each (b)(2)-die-
tary ingredient shall be presented
under the heading ‘“Amount Per Serv-
ing.” When the quantitative amounts
by welght are presented in a separate
column, the heading may be centered
over a column of quantitative
amounts, described by paragraph
(b)(2)({1) of this section, if space per-
mits. A heading consistent with the
declaration of the serving size, such as
‘“Bach Tablet Contains,”” or ‘‘Amount
Per 2 Tablets’’ may be used in place of
the heading ‘“Amount Per Serving.”
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Other appropriate terms, such as cap-
sule, packet, or teaspoonful, also may
be used in place of the term ““Serving.”’

(B) The names of dietary ingredients
that are declared under paragraph
(b)(2)(1) of this section shall be pre-

sented in . column aligned on the left
side of . ~utrition label in the order
and man: : of indentation specified in
§101.9(c), -ept that calcium and iron

shall follow pantothenic acid, and so-
dium and potassium shall follow chlo-
ride. This results in the following order
for vitamins and minerals: Vitamin A,
vitamin C, vitamin D, vitamin E, vita-
min K, thiamin, ribeflavin, niacin, vi-
tamin Be, folate, vitamin B,,, biotin,
pantothenic acid, calcium, iron, phos-
phorus, iodine, magnesium, zinc, sele-
nium, copper, manganese, chromium,
molybdenum, chloride, sodium, and po-
tassium. The (b)(2)-dietary ingredients
shall be listed according to the nomen-
clature specified in §101.9 or in para-
graph (bX2)1)(BX)2) of this section.

(1) When ‘‘Calories” are declared,
they shall be listed first in the column
of names, beneath a light bar sepa-
rating the heading ‘“‘Amount Per Serv-
ing” from the list of names. When
“‘Calories from fat’ or ‘““Calories from
saturated fat’’ are declared, they shall
be indented beneath ‘‘Calories.”

(2) The following synonyms may be
added in parentheses immediately fol-
lowing the name of these (b)(2)-dietary
ingredients: Vitamin C (ascorbic acid),
thiamin (vitamin B,), riboflavin (vita-
min B;), folate (folacin or folic acid),
and calories (energy). Alternatively,
the term *“*folic acid’’ or ‘*folacin” may
be listed without parentheses in place
of ““folate.” Energy content per serving
may be expressed in Kkilojoule units,
added in parentheses immediately fol-
lowing the statement of caloric con-
tent.

(3) Beta-carotene may be declared as
the percent of vitamin A that is
present as beta-carotene, except that
the declaration is required when a
claim is made about beta-carotene.
When declared, the percent shall be de-
clared to the nearest whole percent,
immediately adjacent to or beneath
the name vitamin A (e.g., “Vitamin A
(90% as beta-carotene)’’). The amount
of beta-carotene in terms of inter-
national units (IU) may be included in
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parentheses following the percent
statement (e.g., “Vitamin A (90% (4500
IU) as beta-carotene)’’).

(ii) The number of calories, if de-
clared, and the quantitative amount by
weight per serving of each dietary in-
gredient required to be listed under
paragraph (b)2)(i) of this section shall
be presented either in a separate col-
umn aligned to the right of the column
of names or immediately following the
listing of names within the same col-
umn. The quantitative amounts by
weight shall represent the weight of
the dietary ingredient rather than the
weight of the source of the dietary in-
gredient (e.g., the weight of calcium
rather than that of calcium carbonate).

(A) These amounts shall be expressed
in the increments specified in
§101.9(c)(1) through (c)(7), which in-
cludes increments for sodium and po-
tassium.

(B) The amounts of vitamins and
minerals, excluding sodium and potas-
sium, shall be the amount of the vita-
min or mineral included in one serving
of the product, using the units of meas-
urement and the levels of significance
given in §101.9(c)(8)(iv), except that
zeros following decimal points may be
dropped, and additional levels of sig-
nificance may be used when the num-
ber of decimal places indicated is not
sufficient to express lower amounts
(e.g., the RDI for zinc is given in whole
milligrams (mg), but the quantitative
amount may be declared in tenths of a
meg).

(iii) The percent of the Daily Value of
all dietary ingredients declared under
paragraph (b)(2)(1) of this section shall
be listed, except that the percent for
protein may be omitted as provided in
§101.9(c)(T); no percent shall be given
for subcomponents for which DRV’s
have not been established (e.g., sugars);
and, for labels of dietary supplements
of vitamins and minerals that are rep-
resented or purported to be for use by
infants, children less than 4 years of
age, or pregnant or lactating women,
no percent shall be given for total fat,
saturated fat, cholesterol, total carbo-
hydrate, dietary fiber, vitamin K, sele-
nium, manganese, chromium, molyb-
denum, chloride, sodium, or potassium.




Food and Drug Administration, HHS

(A) When information on the percent
of Daily Values is listed, this informa-
tion shall be presented in one column
aligned under the heading of “% Daily
value’ and to the right of the column
of amounts. The headings *“% Daily
Value (DV)," % DV,” “‘Percent Daily
value,” or ‘‘Percent DV may be sub-
stituted for “% Daily Value.” The
heading “% Daily Value” shall be
placed on the same line as the heading
«Amount Per Serving.”” When the acro-
nym “DV” is unexplained in the head-
ing and a footnote is required under
GX2)EiiND), (bX2)AiNF), or (b)(B)(iv)
of this section, the footnote shall ex-
plain the acronym (e.g. “Daily Value
(DV) not established’).

(B) The percent of Daily Value shall
be calculated by dividing the quan-
titative amount by weight of each
(b)(2)-dietary ingredient by the RDI as
established in §101.9(¢c)(8Xiv) or the
DRV as established in §101.9(c)(9) for
the specified dietary ingredient and
multiplying by 100, except that the per-
cent of Daily Value for protein, when
present, shall be calculated as specified
in §101.9(c)(T)(di). The quantitative
amount by weight of each dietary in-
gredient in this calculation shall be the
unrounded amount, except that for
total fat, saturated fat, cholesterol, so-
dium, potassium, total carbohydrate,
and dietary fiber, the quantitative
amount by weight declared on the label
(i.e, rounded amount) may be used. The
numerical value shall be followed by
the symbol for percent (i.e., %).

(C) The percentages based on RDI’s
and on DRV’s shall be expressed to the
nearest whole percent, except that for
dietary ingredients for which DRV's
have been established, ‘‘Less than 1%’
or ““<1%*' shall be used to declare the
“% Dally Value” when the gquan-
titative amount of the dietary ingre-
dient by weight is great enough to re-
quire that the dietary ingredient be
listed, but the amount is 80 small that
the “*% Daily Value” when rounded to
the nearest percent is zero (e.g., a prod-
uct that contains 1 gram of total car-
bohydrate would list the percent Daily
Value as ‘‘Less than 1% or **<1%"").

(D) If the percent of Daily Value is
declared for total fat, saturated fat,
total carbohydrate, dietary fiber, or
protein, a symbol shall follow the value
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listed for those nutrients that refers to
the same symbol that is placed at the
bottom of the nutrition label, below
the bar required under paragraph (e)(6)
of this section and inside the box, that
is followed by the statement ‘‘Percent
Daily Values are based on a 2,000 cal-
orie diet.”

{E) The percent of Daily Value shall
be based on RDI and DRV values for
adults and children 4 or more years of
age, unless the product is represented
or purported to be for use by infants,
children less than 4 years of age, preg-
nant women, or lactating women, in
which case the column heading shall
clearly state the intended group. If the
product is for persons within more
than one group, the percent of Daily
Value for each group shall be presented
in separate columns as shown in para-
graph (e)(10)(ii) of this section.

(F) For declared subcomponents that
have no DRV’s and, on the labels of di-
etary supplements of vitamins and
minerals that are represented or pur-
ported to be for use by infants, children
less that 4 years of age, or pregnant or
lactating women, for total fat, satu-
rated fat, cholesterol, total carbo-
hydrate, dietary fiber, vitamin K, sele-
nium, manganese, chromium, molyb-
denum, chloride, sodium, or potassium,
a symbol (e.g., an asterisk) shall be
placed in the ‘“‘Percent Daily Value”
column that shall refer to the same
symbol that is placed at the bottom of
the nutrition label, below the Ilast
heavy bar and inside the box, and fol-
lowed by the statement ‘‘Daily Value
not established.”

(@) When calories, calories from fat,
or calories from saturated fat are de-
clared, the space under the “% Daily
Value’” column shall be left blank for
these items. When there are no other
(b)(2)-dietary ingredients listed for
which a value must be declared in the
‘% Daily Value'’ column, the column
may be omitted as shown in paragraph
(e)(10)(vii) of this section. When the ‘%
Daily .Value” column is not required,
but the dietary ingredients listed are
subject to paragraph (b)@2){ii1)(F) of
this section, the symbol required in
that paragraph shall immediately fol-
low the quantitative amount by weight
for each dietary ingredient listed under
““Amount Per Serving.”
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(iv) The quantitative amount by
weight and the percent of Daily Value
may be presented on a ‘‘per unit’ basis
in addition to on a ‘‘per serving’ basis,
as required in paragraph (b)(2)(ii) of
this section. This information shall be
presented in additional columns and
clearly identified by appropriate head-
ings.

(3) Information on dietary ingredients
for which RDI's and DRV’s have not been
established. (i) Dietary ingredients for
which FDA has not established RDI’s
or DRV’s and that are not subject to
regulation under paragraph (b)(2) of
this section (hereinafter referred to as
‘““other dietary ingredients’) shall be
declared by their common or usual
name when they are present in a die-
tary supplement, in a column that is
under the column of names described in
paragraph (b)(2)(i)(B) of this section or,
as long as the constituents of an other
dietary ingredient are not listed, in a
linear display, under the heavy bar de-
scribed in paragraph (e)(6) of this sec-
tion, except that if no (b)(2)-dietary in-
gredients are declared, other dietary
ingredients shall be declared directly
beneath the heading ‘“Amount Per
Serving”’ described in paragraph
(b)) (2)(1)(A) of this section.

(ii) The quantitative amount by
weight per serving of other dietary in-
gredients shall be presented in the
same manner as the corresponding in-
formation required in paragraph
(b)(2)(i1) of this section or, when a lin-
ear display is used, shall be presented
immediately following the name of the
other dietary ingredient. The gquan-
titative amount by weight shall be the
weight of the other dietary ingredient
listed and not the weight of any com-
ponent, or the source, of that dietary
ingredient.

(A) These amounts shall be expressed
using metric measures in appropriate
units (i.e., 1,000 or more units shall be
declared in the next higher set of units,
e.g., 1,100 mg shall be declared as 1.1 g).

(B) For any dietary ingredient that is
a liquid extract from which the solvent
has not been removed, the quantity
listed shall be the volume or weight of
the total extract. Information on the
condition of the starting material shall
be indicated when it is fresh and may
be indicated when it is dried. Informa-
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tion may be included on the concentra-
tion of the dietary ingredient and the
solvent used, e.g., ‘‘fresh dandelion
root extract, x (y:z) in 70% ethanol»
where x is the number of milliliters
(mL) or mg of the entire extract, y isg
the weight of the starting material ang
z is the volume (mL) of solvent. Where
the sclvent has been partially removed
(not to dryness), the final concentra-
tion, when indicated, shall be stated
(e.g., if the original extract was 1:5 and
50 percent of the solvent was removed,
then the final concentration shall be
stated as 1:2.5). Where the name of the
solvent used is not included in the nu-
trition label, it is required to be listed
in the ingredient statement in accord-
ance with §101.4(g).

(C) For a dietary ingredient that is
an extract from which the solvent has
been removed, the weight of the ingre-
dient shall be the weight of the dried
extract.

(iii) The constituents of a dietary in-
gredient described in paragraph (b)3){)
of this section may be listed indented
under the dietary ingredient and fol-
lowed by their quantitative amounts
by weight per serving, except that die-
tary ingredients described in paragraph
(b)(2) of this section shall be listed in
accordance with that section. When the
constituents of a dietary ingredient de-
scribed in paragraph (b)3)(i) of this
section are listed, all other dietary in-
gredients shall be declared in a col-
umn; however, the constituents them-
selves may be declared in a column or
in a linear display.

(iv) Other dietary ingredients shall
bear a symbol (e.g., an asterisk) in the
column under the heading of ‘% Daily
Value” that refers to the same symbol
placed at the bottom of the nutrition
label and followed by the statement
‘“Daily Value not established,” except
that when the heading ‘% Daily
Value” is not used, the symbol shall
follow the quantitative amount by
weight for each dietary ingredient list-
ed.

(¢) A proprietary blend of dietary in-
gredients shall be included in the list
of dietary ingredients described in
paragraph (b)(3)(1) of this section and
identified by the term ‘‘Proprietary
Blend’ or other appropriately descrip-
tive term or fanciful name and may be
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highlighted by bold type. Except as
specified in this paragraph, all other
requirements for the listing of dietary
ingredients in dietary supplements are
applicable.

(1) Dietary ingredients contained in
the proprietary blend that are listed
under paragraph (b)(2) of this section
shall be declared in accordance with
paragraph (b)(2) of this section.

(2) Dietary ingredients contained in
the proprietary blend that are listed
under paragraph (b)(3) of this section
(i.e., ‘‘other dietary ingredients’’) shall
be declared in descending order of pre-
dominance by weight, in a column or
linear fashion, and indented under the
term ‘‘Proprietary Blend’ or other ap-
propriately descriptive term or fanciful
name.

(3) The quantitative amount by
weight specified for the proprietary
blend shall be the total weight of all
other dietary ingredients contained in
the proprietary blend and shall be
placed on the same line to the right of
the term ‘“‘Proprietary Blend’’ or other
appropriately descriptive term or fan-
ciful name underneath the column of
amounts described in paragraph
(b)(2)(11) of this section. A symbol (e.g.,
asterisk), which refers to the same
symbol placed at the bottom of the nu-
trition label that is followed by the
statement ‘‘Daily Value not estab-
lished,” shall be placed under the head-
ing “% Dally Value,” if present, or im-
mediately following the quantitative
amount by weight for the proprietary
blend.

(4) The sample label shown in para-
graph (e)(10Xv) of this section illus-
trates one method of nutrition labeling
a proprietary blend of dietary ingredi-
ents.

(d) The source ingredient that sup-
plies a dietary ingredient may be iden-
tified within the nutrition label in pa-
rentheses immediately following or in-
dented beneath the name of a dietary
ingredient and preceded by the words
“as” or ‘“‘from”, e.g., ‘‘Calcium (as cal-
cium carbonate),” except that manner
of presentation is unnecessary when
the name of the dietary ingredient
(e.g., Oriental ginseng) or its synonym
(e.g., ascorbic acid) is itself the source
ingredient. When a source ingredient is
identified in parentheses within the nu-
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trition label, or when the name of the
dietary ingredient or its synonym is
the source ingredient, it shall not be
required to be listed again in the ingre-
dient statement that appears outside of
the nutrition label. When a source in-
gredient is not identified within the
nutrition label, it shall be listed in an
ingredient statement in accordance
with §101.4(g), which shall appear out-
side and immediately below the nutri-
tion label or, if there is insufficient
space below the nutrition label, imme-
diately contignous and to the right of
the nutrition label.

(1) Source ingredients shall be identi-
fied in accordance with §101.4 (i.e.,
shall be listed by common or usual
name, and the listing of botanicals
shall specify the part of the plant from
which the ingredient is derived) regard-
less of whether they are listed in an in-
gredient statement or in the nutrition
label.

(2) When source ingredients are listed
within the nutrition label, and two or
more are used to provide a single die-
tary ingredient, all of the sources shall
be listed within the parentheses in de-
scending order by weight.

(3) Representations that the source
ingredient conforms to an official com-
pendium may be included either in the
nutrition label or in the ingredient list
(e.g., “Calcium (as calcium carbonate
USP)”).

(e) Nutrition information specified in
this section shall be presented as fol-
lows:

(1) The title, “Supplement Facts,”
shall be set in a type size larger than
all other print size in the nutrition
label and, unless impractical, shall be
set full width of the nutrition label.
The title and all headings shall be
bolded to distinguish them from other
information.

(2) The nutrition information shall be
enclosed in a box by using hairlines.

(3) All information within the nutri-
tion label shall utilize:

(1) A single easy-to-read type style,

(i) A1l black or one color type, print-
ed on a white or other neutral con-
trasting background whenever prac-
tical,

(iii) Upper- and lowercase letters, ex-
cept that all uppercase lettering may
be utilized for packages that have a
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total surface area available to bear la-
beling of less than 12 square inches,

(iv) At least one point leading (i.e.,
space between lines of text), and

(v) Letters that do not touch.

(4) Except as provided for small and
intermediate-sized packages under
paragraph (i)(2) of this section, infor-
mation other than the title, headings,
and footnotes shall be in uniform type
size no smaller than 8 point. Type size
no smaller than 6 point may be used for
column headings (e.g., ‘“‘Amount Per
Serving” and *‘% Daily Value’’) and for
footnotes (e.g., ‘“‘Percent Daily Values
are based on a 2,000 calorie diet’’).

(5) A hairline rule that is centered
between the lines of text shall separate
each dietary ingredient required in
paragraph (b)2) and (b)(3) of this sec-
tion from the dietary ingredient above
and beneath it, as shown in paragraph
(e)(10) of this section.

(6) A heavy bar shall be placed:

(i) Beneath the subheading ‘“‘Servings
Per Container’” except that if
‘“‘Servings Per Container’ is not re-
quired and, as a result, not declared,
the bar shall be placed beneath the sub-
heading ‘“‘Serving Size,”
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(ii) Beneath the last dietary ingre-
dient to be listed under paragraph
(b)(2)(1) of this section, if any, and

(iii) Beneath the last other dietary
ingredient to be listed under paragraph
(b)(3) of this section, if any.

(M A light bar shall be placed be-
neath the headings “Amount Per Serv-
ing” and **% Daily Value.”

(8) If the product contains two or
more separately packaged dietary sup-
plements that differ from each other
(e.g., the product has a packet of sup-
plements to be taken in the morning
and a different packet to be taken in
the afternoon), the quantitative
amounts and percent of Daily Value
may be presented as specified in this
paragraph in individual nutrition 1la-
bels or in one aggregate nutrition label
as illustrated in paragraph (e)(10)(iii) of
this section.

(9) In the interest of uniformity of
presentation, FDA urges that the infor-
mation be presented using the graphic
specifications set forth in appendix B
to part 101, as applicable.

(10) The following sample labels are
presented for the purpose of illustra-
tion:
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(i) Multiple vitamins:

b
L. ]
Amount Por % Delly
Setving Value
VHamin A (as retinyl acetate and 5000 U 100%
50% as beta-carotene)
Vitamin C (as ascorblc ackd) 60 mg 00%
Vitamin D (as cholecalciferol) 400 U 100%
Vitamin E (as di-aipha tocopheryl acetate) 30 U 100%
Thiamin {as thiamin mononitrate) 15 mp 100%
Riboflavin 17 mg 100%
Niacin {as nlacinamide) 20 mg 100%
Vitamin By {as pyridoxine hydrochionde) 2D myg 00%
Folate {as folkc acid) 400 meg 100%
Vitamin By, {as cyanocobalamin) 6 meg 100%
Biotin 30 mcg 0%
Pantothenic Acid (as calcium pantothenate) 10 mg 100%
——————— e ]

Other Ingredients: Gelatin, lactose, magnesium stearate,
microcrystaline celulose, FDLC Yelow No. 6, propylene giycol
propyiparaben, and sodium benzoate.

(i) Muitiple vitamins for children and adults:

Serving Stze 1 Tabiet
% Dolly Velue
% Dally Velue for  for Adults end
Children Under 4 Children 4 o mors
Amount Par Serving Yoars of Age Yoaru of Age
Calorles 5
Total Carbohydrate 19 i < 1%°
Sugars 19 1 t
Vitamin A 2500 U 100% 50%
(50% as beta-carotene)
Vitamin C 40 mg 100% 67%
Vitamin D 400 U 100% 100%
Vitamin E LAY 150% 50%
Thiamin 11 mg 157% 73%
Rboflavin 12 mg 150% 7%
Nacin " mg 56% 70%
Vitamin Bg 11 mg BT% 55%
Folate 300 meg 50% 75%
Vitamin B2 5§ mcg 7% 83%
+ Peroent Delly Values are based on & 2,000 celorie det
1 Dely Vaiue not setablshed

Other ingredients: Sucrose, sodium ascorbate, stearic acld, gelatin,
maltodextrin, artificlal flavors, di-alpha tocopheryl acetats, Nacinamide,
magnesium stearate, Yellow 8, artificlal colocs, stearic acld, paimitic acid,
p xine hydrochioride, thiamin mononitrate, vitamin A acetate, beta-
carotene, folic acld, cholecalciferol, and cyanocobalamin,
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§101.36
(i) Multiple vitamins in packets:
Serving Size 1 Packet
Servings Per Container 10
I T R
AM Packet PM Packet
] e ] . |
Amount Per Serving % Daily Value % Daily Value
BRSRRSR R L |
Vitamin A 2500 U 50% 2500 U 50%
Vitamin C 60 mg 100% 60 mg 100%
Vitamin D 400 U 100%
Vitamin E 30U 100%
Thiamin 15 mg 100% 15 mg 100%
Riboflavin 17 mg 100% 17 mg 100%
Niacin 20 mg 100% 20 mg 100%
Vitamin Bg 20 mg 100% 20 mg 100%
Folic Acid 200 mcg 50% 200 mcg  50%
Vitamin B2 3 meg 50% 3 mcg 50%
Biotin - 30meg 0%
Pantothenic Acid 5 mg 50% 5mg 50%

Ingredients: Sodium ascorbate, ascorbic acid, calcium pantothenate,
niacinamide, dl-alpha tocophery! acetate, microcrystalline cefluiose,
artificial flavors, dextrin, starch, mono- and diglycerides, vitamin A
acetate, magnesium stearate, gelatin, FD&C Blue #1, FD&C Red #3,
arfificial colors, thiamin mononitrate, pyridoxine hydrochloride, citric
acid, lactose, sorbic acid, tricalcium phosphate, sodium benzoate,
sodium caseinate, methylparaben, potassium sorbate, BHA, BHT,
ergocalciferol and cyanocobalamin.
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(iv) Dietary supplement containing dietary ingredient
with and without RDI's and DRV's:

Serving Size 1 Capsule
Amount Per % Delly
Capeide Value
Calorles 20
Calories from Fat 20
Total Fat 2 g 3%+
Saturated Fat 0.5 g 3%
Polyunsaturated Fat 1g 1
Monounsaturated Fat 05 g 1
Vitamin A 4250 U 85%
Vitamin 0 425 U 106%
Omega-3 fatty acids 05 g t
- |
« Porcent Dally Values are based on a 2,000 calorie diet.
T Dally Value not established.

ingredients: Cod liver of, gelatin, water, and
glycerin.

{(v) A proprietary blend of dietary ingredients:

Supplement Facts

Teaspoon alue

Calorles 10
Total Carbohydrate 29 < 1%

Sugars 2g t
R
Proprietary biend 07 g

German Chamomie {flower) i

Hyssop (leaves) t

« Percent Dally Valust are based on a 2,000 oslorle diel.
T Dally Value not eatablished.

Other ingredients: Fructose, lactoss, starch, and stearic acld.
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(vi) Dietary supplement of an herb

Supplement Facts

Serving Size 1 Capsue

Amount Per Capsule

Oriental Ginseng, powdered (root) 250 mcg+

« Dally Value not established.

Other ingredients: Gelatin, water, and glycerin.

(vii) Dietary supplement of amino acids:

"f Supplement Facts

K Sarving Size 1 Tablet
R
Amount Per Tablet
Calories 15
(S
isoleucine (as L-isoleucine hydrochloride) 450 mg*
Leucine (as L-leucine hydrochloride) 620 mge
] Lysine {as L-lysine hydrochioride) 500 mg+
| Methionine (as L-methionine hydrochioride) 350 mg-
‘ Cystine (as L-cystine hydrochioride) 200 mg*
Phenylalanine (as L-phenylalanine hydrochloride) 220 mg*
Tyrosine (as L-tyrosine hydrochioride) 900 mg-
Threonine (as L-threonine hydrochloride) 300 mg*
Vaine (as L-valine hydrochloride) 650 mg
+ Dally Vaiue not established.
Other Ingredients: Cellulose, lactose, and magnesium stearate.

! 1R (11) If space is not adequate to list and continued to the right as long as
the required information as shown in the headings are repeated. The list to
the sample labels in paragraph (e)(10) the right shall be set off by a line that
of this section, the list may be split distinguishes it and sets it apart from
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Supplement Facts

Serving Size 1 Packet

Amount Per Packst

% Dally Value

Amaoint Per Packet % Daily Value

L

Vitamin A (from cod fver of) 5000 U 100% Zinc_(as zinc oxide) 15 mg 100%
Vitamin C (as ascorbic acid) 250 mg A% Selenium (as sodium selenate) 25 meg  36%
Vitamin D (as ergocalciterol) 400 U 100% Copper (as cupric oxide) 1mg 50%
Vitamin € (as d-alpha tocopherol) 150 U 500% Manganese {as manganese sulfate) 5 mg 250%
Thiamin (as thiamin mononitrate) 75 mg 5000% Chromium (as chromium chioride) 50 meg  42%
Ribofiavin 75 mg 4412% Molybdenum {as sodium molybdate) 50 mcg 67%
Niacin (as niacinamide) 75 mg 375% Potassium (as potassium chioride) 10 mg < 1%
Vitamin B4 {as pyridoxine hydrochioride) 75 mg 3750% '

Fofic Acid 400 mcg 100% Chofine {as chaline chioride) 00mg -
Vitamin 8, {(as cyanocobalamin) 100 mcg 1667% Betaine (as betaine hydrochioride) 25 mg .
Biotin 100 meg 33% Glutamic Acid (as L-glutamic acid) 25 mg .
Pantothenic Acid (as calcium pentothenate) 75 mg 750% inositol (as inositel monophosphate) 75 mg .
Calcium {from oystershell) 100 mg 10% para-Aminobenzoic acid 30 mg .
fron (as ferrous tumarate) 10 mg 56% Deoxyribonucleic acid 50 mg .
lodine (from kelp) 150 meg 100% Boron 500 meg -
Magnesiurn (as magnesium oxide) 60 mg 15%

* Daly Valse not established

R J

Other ingredients: Cellulose, stearic acid and silica.
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§101.36

(H(1) Compliance with this section
will be determined in accordance with
§101.9(g)(1) through (g)8), except that
the sample for analysis shall consist of
a composite of 12 subsamples (con-
sumer packages) or 10 percent of the
number of packages in the same in-
spection lot, whichever is smaller, ran-
domly selected to be representative of
the lot. The criteria on class I and
class Il nutrients given in §101.9(g)(3)
and (g)(4) also are applicable to other
dietary ingredients described in para-
graph (b)(3)(i) of this section. Reason-
able excesses of these other dietary in-
gredients over labeled amounts are ac-
ceptable within current good manufac-
turing practice.

(2) When it is not technologically fea-
sible, or some other circumstance
makes it impracticable, for firms to
comply with the requirements of this
section, FDA may permit alternative
means of compliance or additional ex-
emptions to deal with the situation in
accordance with §101.9(g)(9). Firms in
need of such special allowances shall
make their request in writing to the
Office of Food Labeling (HFS-150),
Food and Drug Administration, 200 C
St. SW., Washington, DC 20204.

(g) Except as provided in paragraphs
(i)(2) and (1)(5) of this section, the loca-
tion of nutrition information on a label
shall be in compliance with §101.2.

(h) Dietary supplements are subject
to the exemptions specified as follows
in:

(1) Section 101.9(j)(1) for foods that
are offered for sale by a person who
makes direct sales to consumers (i.e., a
retailer) who has annual gross sales or
business done in sales to consumers
that is not more than $500,000 or has
annnal gross sales made or business
done in sales of food to consumers of
not more than $50,000, and whose la-
bels, labeling, and advertising do not
provide nutrition information or make
a nutrient content or health claim;

(2) Section 101.9(j)(18) for foods that
are low-volume products (that is, they
meet the requirements for units sold in
§101.93)(18)(1) or (j)(1B)(ii})); that, except
as provided in §101.9(j)(18)(iv), are the
subject of a claim for an exemption
that provides the information required
under §101.9(j)(18)(iv), that is filed be-
fore the beginning of the time period
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for which the exemption is claimed,
and that is filed by a person, whether it
is the manufacturer, packer, or dis-
tributor, that qualifies to claim the ex-
emption under the requirements for av-
erage full-time equivalent employees
in §101.9(jHX(18)(i) or (j)(18)(ii), and whose
labels, labeling, and advertising do not
provide nutrition information or make
a nutrient content or health claim;

(3) Section 101.9(3)}(9) for foods
shipped in bulk form that are not for
distribution to consumers in such form
and that are for use solely in the man-
ufacture of other dietary supplements
or that are to be processed, labeled, or
repacked at a site other than where
originally processed or packed.

(i) Dietary supplements are subject
to the special labeling provisions speci-
fied in:

(1) Section 101.9(j)(6)(d) for {foods,
other than infant formula, represented
or purported to be specifically for in-
fants and children less than 2 years of
age, in that nutrition labels on such
foods shall not include calories from
fat, calories from saturated fat, satu-
rated fat, polyunsaturated fat,
monounsaturated fat, and cholesterol;

(2) Section 101.9(j)(13) for foods in
small or intermediate-sized packages,
except that:

(1) All information within-the nutri-
tion label on small-sized packages,
which have a total surface area avail-
able to labeling of less than 12 square
inches, shall be in type size no smaller
than 4.5 peint;

(ii) All information within the nutri-
tion label on intermediate-sized pack-
ages, which have from 12 to 40 square
inches of surface area available to bear
labeling, shall be in type size no small-
er than 6 point, except that type size
no smaller than 4.5 point may be used
on packages that have less than 20
square inches available for labeling and
more than 8 dietary ingredients to be
listed and on packages that have 20 to
40 square inches available for labeling
and more than 16 dietary ingredients to
be listed.

(ii1) When the nutrition information
is presented on any panel under
§101.9¢())(13)(11)(D), the 1ingredient list
shall continue to be located imme-
diately below the nutrition label, or, if
there is insufficient space below the
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§101.42

nutrition label, immediately contig-— §101.42 Nutrition labeling of raw fruit,

uous and to the right of the nutrition
label as specified in §101.4(g).

(iv) When it is not possible for a
small or intermediate-sized package
that is enclosed in an outer package to
comply with these type size require-
ments, the type size of the nutrition
label on the primary (inner) container
may be as small as needed to accom-
modate all of the required label infor-
mation provided that the primary con-
tainer is securely enclosed in outer
packaging, the nutrition labeling on
the outer packaging meets the applica-
ble type size requirements, and such
outer packaging is not intended to be
separated from the primary container
under conditions of retail sale.

(v) Where there is not sufficient
space on a small or intermediate-sized
package for a nutrition label that
meets minimum type size requirements
of 4.5 points if hairlines are used in ac-
cordance with paragraph (e)5) of this
section, the hairlines may be omitted
and replaced by a row of dots con-
necting the columns containing the
name of each dietary ingredient and
the guantitative amounts (by weight
and as a percent of Daily Value).

(3) Section 101.9(j)(16) for foods in
multiunit food containers;

(4) Section 101.9(3)(16) for foods sold
in bulk containers; and

(8) Section 101.9(j)(17) for foods in
packages that have a total surface area
available to bear labeling greater than
40 square inches but whose principal
display panel and information panel do
not provide sufficient space to accom-
modate all required label information,
except that the ingredient list shall
continue to be located immediately
below the nutrition label, or, if there is
insufficient space below the nutrition
label, immediately contiguous and to
the right of the nutrition label as spec-
ified in §101.4(g).

(j) Dietary supplements shall be sub-
ject to the misbranding provisions of
§101.9(k).

(62 FR 49849, Sept. 23, 1997, as amended at 63
FR 30620, June 5, 1998]
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vegetables, and fish.

(a) The Food and Drug Administra-
tion (FDA) urges food retailers to pro-

.vide nutrition information, as provided

in §101.9¢c), for raw fruit, vegetables,
and fish at the point-of-purchase. If re-
tailers choose to provide such informa-
tion, they should do so in a manner
that conforms to the guidelines in
§101.45.

(b) In §101.44, FDA has listed the 20
varieties of raw fruit, vegetables, and
fish that are most frequently consumed
during a year and to which the guide-
lines apply.

(¢) FDA has also defined in §101.43,
the circumstances that constitute sub-
stantial compliance by food retailers
with the gnidelines.

(d) By May 8, 1993, FDA will issue a
report on actions taken by food retail-
ers to provide conmsumers with nutri-
tion information for raw fruit, vegeta-
bles, and fish under the guidelines es-
tablished in §101.45.

(1) The report will include a deter-
mination of whether there is substan-
tial compliance, as defined in §101.43,
with the guidelines.

(2) In evaluating substantial compli-
ance, FDA will consider only the 20 va-
rieties of raw fruit, vegetables, and fish
most frequently consumed as identified
in §101.44.

(e) If FDA finds that there is substan-
tial compliance with the guidelines for
the nutrition labeling of raw fruit and
vegetables or of fish, the agency will so
state in the report, and the guidelines
will remain in effect. FDA will reevalu-
ate the market place for substantial
compliance every 2 years,

(f) If FDA determines that there is
not substantial compliance with the
guidelines for raw fruit and vegetables
or for raw fish, the agency will at that
time issue proposed regulations requir-
ing that any person who offers raw
fruit and vegetables or fish to con-
sumers provide, in a manner prescribed
by regulations, the nutrition informa-
tion required by §101.9. Final regula-
tions would have to be issued 6 months
after issuance of proposed regulations,
and they would become effective 6
months after the date of their promul-
gation.
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(iv) The treatment of raw foods with
ionizing radiation not to exceed the
maximum dose of 1 kiloGray in accord-
ance with §179.26 of this chapter.

(2) A food meeting the definition in
paragraph (a) of this section that is re-
frigerated is not precluded from use of
*fresh” as provided by this section.

{58 FR 2426, Jan. 6, 1993

Subpan G—Exemptions From
Food Labeling Requirements

§101.100 Food; exemptions from label-
ing.

(a) The following foods are exempt
from compliance with the require-
ments of section 403(1)}2) of the act (re-
quiring a declaration on the label of
the common or usual name of each in-
gredient 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 vari-
ations in the ingredients in different
packages, with respect to any ingre-
dient that is not common to all pack-
ages. 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.

(2) A food having been received in
bulk containers at a retail establish-
ment, if displayed to the purchaser
with either:

(i) The labeling of the bulk container
plainly in view, provided ingredient in-
formation appears prominently and
conspicuously in lettering of not less
than one-fourth of an inch in height; or

(ii) A counter card, sign, or other ap-
propriate device bearing prominently
and conspicuously, but in no case with
lettering of less than one-fourth of an
inch in height, the information re-
quired to be stated on the label pursu-
ant to section 403(i)(2) of the Federal
Food, Drug, and Cosmetic Act (the
act).
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(3) Incidental additives that are
present in a food at insignificant levels
and do not have any technical or func-
tional effect in that food. For the pur-
poses of this paragraph (a)3), inci-
dental additives are:

(1) Substances that have no technical
or functional effect but are present in a
food by reason of having been incor-
porated into the food as an ingredient
of another food, in which the substance
did have a functional or technical ef-
fect.

(ii) Processing aids, which are as fol-
lows:

(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 fin-
ished form.

(b) Substances that are added to a
food during processing, are converted
into constituents normally present in
the food, and do not significantly in-
crease the amount of the constitutents
naturally found in the food.

(¢) 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 other-
wise 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.

(4) For the purposes of paragraph
(a)(3) of this section, any sulfiting
agent (sulfur dioxide, sodium sulfite,
sodium bisulfite, potasssium bisulfite,
sodium metabisulfite, and potassium
metabisulfite) that has been added to
any food or to any ingredient in any
food and that has no technical effect in
that food will be considered to be
present in an insignificant’ amount
only if no detectable amount of the
agent is present in the finished food. A
detectable amount of sulfiting agent is
10 parts per million or more of the sul-
fite in the finished food. Compliance
with this paragraph will be determined
using sections 20.123-20.125, ‘‘Total Sul-
furous Acid,” in “Official Methods of
Analysis of the Association of Official
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Analytical Chemists,” 14th Ed. (1984),
which is incorporated by reference and
the refinements of the ““Total Sulfu-
rous Acid” procedure in the ‘“Monier-
Williams Procedure (with Modifica-
tions) for Sulfites in Foods,” which is
appendix A to part 101. A copy of sec-
tions 20.123-29-125 of the Official Meth-
ods of Analysis of the Association of
Official Analytical Chemists’ is avail-
able from the Association of Official
Analytical Chemists, P.O. Box 540, Ben-
jamin Franklin Station, Washington,
DC 20044, or available for inspection at
the Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC.

(b) A food repackaged in a retail es-
tablishment is exempt from the fol-
lowing provisions of the act if the con-
ditions specified are met.

(1) Section 403(e)(1) of the act (requir-
ing a statement on the label of the
name and place of business of the man-
ufacturer, packer, or distributor).

(2) Section 403(g)(2) of the act (requir-
ing 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 re-
quired 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 bear-
ing prominently and conspicuously the
information required by these provi-
sions.

(3) Section 403(i)(1) of the act (requir-
ing 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 ap-
propriate device bearing prominently
and conspicuously the common or
usual name of the food, or if the com-
mon or usual name of the food is clear-
ly revealed by its appearance.

(c) An open container (a container of
rigid or semirigid construction, which
is not closed by lid, wrapper, or other-
wise other than by an uncolored trans-
parent wrapper which does not obscure
the contents) of a fresh fruit or fresh
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vegetable, the quantity of contents of
which is not more than 1 dry quart,
shall be exempt from the labeling re-
quirements of sections 403(e), (g)2)
(with respect to the name of the food
specified in the definition and stand-
ard), and (i)(1) of the act;.but such ex-
emption shall be on the condition that
if two or more such containers are en-
closed in a crate or other shipping
package, such crate or package shall
bear labeling showing the number of
such containers enclosed therein and
the quantity of the contents of each.

(d) Except as provided by paragraphs
(e) and (f) of this section, a shipment or
other delivery of a food which is, in ac-
cordance with the practice of the trade,
to be processed, labeled, or repacked in
substantial quantity at an establish-
ment 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 estab-
lishment, from compliance with the la-
beling requirements of section 403 (c),
(e), (g), (), (1), (k), and (q) of the act if:

(1) The person who introduced such
shipment or delivery into interstate
commerce is the operator of the estab-
lishment where such food is to be proc-
essed, labeled, or repacked; or

(2) In case such person is not such op-
erator, such shipment or delivery is
made to such establishment under a
written agreement, signed by and con-
taining 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
food will not be adulterated or mis-
branded within the meaning of the act
upon completion of such processing, la-
beling, 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 inspec-
tion at any reasonable hour to any offi-
cer or employee of the Department who
requests them.

(8) The article is an egg product sub-
ject to a standard of identity promul-
gated in part 160 of this chapter, is to
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be shipped under the conditions speci-
fied in paragraph (d) (1) or (2) of this
section and for the purpose of pasteur-
ization or other treatment as required
in such standard, and each container of
such egg product bears a conspicuous
tag or label reading ‘‘Caution—-This
egg product has not been pasteurized or
otherwise treated to destroy viable
Salmonella microorganisms’. In addi-
tion to safe and suitable bactericidal
processes designed specifically for Sal-
monella destruction in egg products,
the term ‘‘other treatment’ in the first
sentence of this paragraph shall in-
clude use in acidic dressings in the
processing of which the pH is not above
4.1 and the acidity of the aqueous
phase, expressed as acetic acid, is not
less than 1.4 percent, subject also to
the conditions that:

(i) The agreement required in para-
graph (d)(2) of this section shall also
state that the operator agrees to uti-
lize such unpasteurized egg products in
the processing of acidic dressings ac-
cording to the specifications for pH and
acidity set forth in this paragraph,
agrees not to deliver the acidic dress-
ing to a wuser until at least 72 hours
after such egg product is incorporated
in such acidic dressing, and agrees to
maintain for inspection adequate
records covering such processing for 2
vears after such processing.

(i) In addition to the caution state-
ment referred to above, the container
of such egg product shall also bear the
statement ‘‘Unpasteurized for
use in acidic dressings only’’, the blank
being filled in with the applicable
name of the eggs or egg product.

(e) Conditions affecting expiration of
exemptions: (1) An exemption of a ship-
ment or other delivery of a food under
paragraph (d) (1) or (3) of this section
shall, at the beginning of the act of re-
moving such shipment or delivery, or
any part thereof, from such establish-
ment become void ab initio if the food
comprising such shipment, delivery, or
part is adulterated or misbranded with-
in the meaning of the act when so re-
moved.

(2) An exemption of a shipment or
other delivery of a food under para-
graph (d) (2) or (3) of this section shall
become void ab initio with respect to
the person who introduced such ship-

21 CFR Ch. | (4-1-99 Edition)

ment or delivery into interstate com-
merce upon refusal by such person to
make available for inspection a copy of
the agreement, as required by para-
graph (d) (2) or (3) of this section.

(3) An exemption of a shipment or
other delivery of a food under para-
graph (d) (2) or (3) of this section shall
expire:

(iy At the beginning of the act of re-
moving such shipment or delivery, or
any part thereof, from such establish-
ment if the food constituting such
shipment, delivery, or part is adulter-
ated 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) The word ‘‘processed’” as used in
this paragraph shall include the hold-
ing of cheese in a suitable warehouse at
a temperature of not less than 35 °F for
the purpose of aging or curing to bring
the cheese into compliance with re-
quirements of an applicable definition
and standard of identity. The exemp-
tions provided for in paragraph (d) of
this section shall apply to cheese which
is, in accordance with the practice of
the trade, shipped to a warehouse for
aging or curing, on condition that the
cheese is identified in the manner set
forth in one of the applicable following
paragraphs, and in such case the provi-
sions of paragraph (e) of this section
shall also apply:

(1) In the case of varieties of cheese
for which definitions and standards of
identity require a period of aging
whether or not they are made from
pasteurized milk, each such cheese
shall bear on the cheese a legible mark
showing the date at which the prelimi-
nary manufacturing process has been
completed and at which date curing
commences, and to each cheese, on its
wrapper or immediate container, shall
be affixed a removable tag bearing the
statement ‘‘Uncured cheese for
completion of curing and proper label-
ing”’, the blank being filled in with the
applicable name of the variety of
cheese. In the case of swiss cheese, the
date at which the preliminary manu-
facturing process had been completed
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and at which date curing commences is
the date on which the shaped curd is
removed from immersion in saturated
salt solution as provided in the defini-
tion and standard of identity for swiss
cheese, and such cheese shall bear a re-
movable tag reading, “To be cured and
labeled as ‘swiss cheese,” but if eyes do
not form, to be labeled as ‘swiss cheese
for manufacturing’ .

(2) In the case of varieties of cheeses
which when made from unpasteurized
milk are required to be aged for not
less than 60 days, each such cheese
shall bear a legible mark on the cheese
showing the date at which the prelimi-
nary manufacturing process has been
completed and at which date curing
commences, and to each such cheese or
its wrapper or immediate container
shall be affixed a removable tag read-
ing, cheese made from
unpasteurized milk. For completion of
curing and proper labeling”’, the blank
being filled in with the applicable
name of the variety of cheese.

(3) In the case of cheddar cheese,
washed curd cheese, colby cheese,
granular cheese, and brick cheese made
from unpasteurized milk, each such
cheese shall bear a legible mark on the
cheese showing the date at which the
preliminary manufacturing process has
been completed and at which date cur-
ing commences, and to each such
cheese or its wrapper or immediate
container shall be affixed a removable
tag reading *f cheese made from
unpasteurized milk. For completion of
curing and proper labeling, or for label-
ing as cheese for manufac-
turing’’, the blank being filled in with
the applicable name of the variety of
cheese.

(g) The label declaration of a harm-
less marker used to identify a par-
ticular manufacturer’s product may re-
sult in unfair competition through re-
vealing 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 Commis-
sioner of Food and Drugs full informa-
tion concerning the proposed usage and
the reasons why he believes label dec-
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laration of the marker should be sub-
ject to this exemption; and

(2) The person requesting the exemp-
tion has received from the Commis-
sioner of Food and Drugs a finding that
the marker is harmless and that the
exemption has been granted.

(h) Wrapped fish fillets of nonuniform
weight intended to be unpacked and
marked with the correct weight at or
before the point of retail sale in an es-
tablishment other than that where
originally packed shall be exempt from
the requirement of section 403(e)(2) of
the act during introduction and move-
ment in interstate commerce and while
held for sale prior to weighing and
marking:

(1) Provided, That (i) The outside con-
tainer bears a label declaration of the
total net weight; and

(ii) The individual packages bear a
conspicuous statement ‘“To be weighed
at or before time of sale’ and a correct
statement setting forth the weight of
the wrapper;

(2) Provided further, That it is the
practice of the retail establishment to
weigh and mark the individual pack-
ages with a correct net-weight state-
ment prior to or at the point of retail
sale. A statement of the weight of the
wrapper shall be set forth so as to be
readily read and understood, using
such term as ‘‘wrapper tare—ounce”’,
the blank being filled in with the cor-
rect average weight of the wrapper
used.

(3) The act of delivering the wrapped
fish fillets during the retail sale with-
out the correct net-weight statement
shall be deemed an act which results in
the product’s being misbranded while
held for sale. Nothing in this paragraph
shall be construed as requiring net-
welght statements for wrapped fish fil-
lets delivered into institutional trade
provided the outside container bears
the required information.

(1) Wrapped clusters (consumer units)
of bananas of nonuniform weight in-
tended to be unpacked from a master
carton or container and weighed at or
before the point of retail sale in an es-
tablishment other than that where
originally packed shall be exempt from
the requirements of section 403(e)(2) of
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the act during introduction and move-
ment in interstate commerce and while
held for sale prior to weighing:

(1) Provided, That (i) The master car-
ton or container bears a label declara-
tion of the total net weight; and

(ii) The individual packages bear a
oo .ap:cuous statement “‘To be weighed
at or hefore the time of sale’” and a cor-
et svatement setting forth the weight
of the wrapper; using such term as
“wrapper tare __ ounce’, the blank
being filled in with the correct average
weight of the wrapper used;

(2) Provided further, That it is the
practice of the retail establishment to
weigh the individual packages either
prior to or at the time of retail sale.

(3) The act of delivering the wrapped
clusters (consumer units) during the
retail sale without an accurate net
weight statement or alternatively
without weighing at the time of sale
shall be deemed an act which results in
the product’s being misbranded while
- held for sale. Nothing in this paragraph
shall be construed as requiring net-
weight statements for clusters (con-
sumer units) delivered into institu-
tional trade, provided that the master
container or carton bears the required
information.

{42 FR 14308, Mar. 15, 1977, as amended at 51
FR 25017, July 8, 1986; 58 FR 2188, 2876, Jan. §,

1993]

§101.105 Declaration of net quantity
of contents when exempt.

(a) The principal display panel of a
food in package form shall bear a dec-
laration of the net guantity of con-
tents. 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 liguid; except that such state-
ment may be in terms of dry measure
if the food is a fresh fruit, fresh vege-
table, 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

21 CFR Ch. | (4-1-99 Edition)

used. Whenever the Commissioner de-
termines that an existing practice of
declaring net quantity of contents by
weight, measure, numerical count, or a
combination in the case of a specific
packaged food does not facilitate value
comparisons by consumers and offers
opportunity for consumer confusion, he
will by regulation designate the appro-
priate term or terms to be used for
such commodity.

(b)(1) Statements of weight shall be
in terms of avoirdupois pound and
ounce.

(2) Statements of fluid measure shall
be in terms of the U.S. gallon of 231
cubic inches and quart, pint, and fluid
ounce subdivisions thereof, and shall:

(i) In the case of frozen food that is
sold and consumed in a frozen state,
express the volume at the frozen tem-
perature.

(i) In the case of refrigerated food
that is sold in the refrigerated state,
express the volume at 40 °F (4 °C).

(iii) In the case of other foods, ex-
press the volume at 68 °F (20 °C).

(3) Statements of dry measure shall
be in terms of the U.S. bushel of
2,150.42 cubic inches and peck, dry
quart, and dry pint subdivisions there-
of. .
(c) When the declaration of quantity
of contents by numerical count does
not give adequate information as to
the quantity of food in the package, it
shall be combined with such statement
of weight, measure, or size of the indi-
vidual units of the foods as will provide
such information.

(@) The declaration may contain
common or decimal fractions. A com-
mon fraction shall be in terms of
halves, quarters, eighths, sixteenths, or
thirty-seconds; except that if there ex-
ists a firmly established general con-
sumer usage and trade custom of em-
ploying different common fractions ir
the net gquantity declaration of a par
ticular commodity, they may be em
ployed. A common fraction shall be re
duced to its lowest terms; a decima
fraction shall not be carried out t
more than two places. A statemen
that includes small fractions of a
ounce shall be deemed to permit smal
er variations than one which does nc
include such fractions.
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ATTACHMENT B

REPRESENTATION OF PROPOSED DIETARY SUPPLEMENT LABELING

Other ingredients: Maltodextrin, Microcrystalline Cellulose, Hydroxypropyl Methylcellulose,
Magnesium Stearatc. May contain: Croscarmellose Sodium and Polysorbate 80.
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ATTACHMENT C

- .
: 4 DEPARTMENT OF L TH & HUMAN SERVICES
A .. . Food and Grug Administran

Rackvlly MO 20057

Jee Medical, Inc.
Afqq: Kevia Lloyd

Manager, Quality and Regulatory Affairs
22 Corporate Pesk Nov 2 3 1899
Jevipe, California 92606
i Re:  Docker No. 98N-0337
Comment No. ARRS
LN
Dear Mz, Lloyd: T

il

Plcase refer to your Application for Exemption dared September 15, 1999, and the
facsimile datad Qctober 22, 19953, submitted undér 21 CFR 201.66(e) for Zee Modxcag',

(r1¢, PainAid ® Paln Relief mblets,
Your application requested an exemption from the labeling requirements for OTC drugs
set forth ia § 201.66 (c)(8) regarding the fisting of inactive ingrediants on the OTC diig
label. You stated that, because your company obtained bulk tablets from thres different
suppliers whose formulations contafn different innetive ingredients, this requirement is
impractcable for your method of manufasturing and diswibution. Therefore, you
requested to be allowed to use the phrace “may ocontain® to list inactive ingredients that
may or ey pot be present in the praduct.

We have completed our review of your request and it is pranted for this specific produet

Accordingly, you are authorized (o prescnt the vequired infomuation set forth in 21 CFR

201.66 (c)(8) for labeling of Zee Medica), Inc. PainAid @ I'sin Relief tablets in the

following manner:

e The inactive ingredients common 1o all three formulas (eslulose, FD&C Yeltow #6,
and starch) should follow the words “Inactive ingredients™ as provided for in

§ 201.66 (c)(8). ‘

‘The list of inactve ingredients should then stave “may contain” and should only list

the following ingredients:
croscarmelose sodium, DEC yellow #10, magnesiuin stearate,

polyvinylpyrrolidone, sificon dioxide, sod{um meta bisulfate, sodivm starch
glycolate, stearic acid.

This granting of your exemption request does not constitute a full labeling review of this
product. The labeling for this product continues to be subject 1o xll other applicable
labeling requirements in 21 CFR 201.66, and to any funure applicable regulations.
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The labeling for this product should contain the infoimation listed in § 201.G66(c)(9) so
that any constmer wha has questions about the inactive ingredient information has a
telephioue number to call for infurmation. You also need to fallow all applicable current
good manufacturing practice for finished pharmaceuticals rogulations in 21 CFR. Part 211
so that you have appropriate records of whick lot nurnbers of the product conmin which
inactive ingredicats. You should be able to provide this information readily in response

to telaphone inquides,

Please be advised that this approved modification could be suspended if the agency issues
specific regulations for the listing of inactive ingredients in OTC drug product labeling.
You should also notify the agency if your suppliers’ formulations change and, thus, you

may need 10 modify this exemprion accordingly.

For a copy of 2] CFR 201.66, please refer to the Dockuts Mensgement Branch website
locatad at hupy//fds govicder/oteahel/iabel-frres him

If you have eny quastions, picase contact Elizabeth F. Yuan, R.Ph., Regulatory Health
Profect Menager, at 301-827-2222.

Division of Over-the-Counter Drug Products

Office of Drug Evaluation V'
Center for g Evaluation end Rescarch

€ g9ud IXYd WYk 81 6Pt 3224 &f
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Zee Medical. Inc.
FAX TRANSMISSION
Te: Ms. Babette Merritt from; Kevin Loyd
of: FOA, Center for Drugs Campany: Zee Medleal, Inc.
Fax Na: 301-827-2315 Address: 22 Cotporate Park
Irvine, CA 82606

Datas Qztaber 22, 1888 Fax No: 945‘252‘9527
Pages_- 1 Phane No: 84*9‘252’9530

Thig is In ragsponee to sur phone conversstion earfier todsy conoarning our
application for exemption from the requirements for llsting of Inactive ingredients.
Shown below are the inactive ingredients for three different formulas for Zee
PainAld rablets, which we procurs from three different suppliers.

The Inactive ingredients comman ta all three formulas are: eellulose, starch and
FD&C Yellaw #6. .

Suppliar 1 Forpula finactves anly]

celiulose, croscarmelose sodium, D&C yellow £10, FD&C vellow 26, starch

onl

callulose, crascarmeliose sodium, FD&C vellow §6, magnasium stearate,
potyvinyipyrralidone, ¢ilicon dioxlds, sadium msta blsulfate, sodium starch

glycolste, sterch, stearic soid 3

fler repud ctives on

celiulose, D&C Yellow #10, FD&C Yollow #6, silicon dioxide, starch, stearic acid

Flease call me at 949-262-9530 if yau need sdditional information.

WYyel 18T 6&661 I9d S1
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AMERICA'S
ZBE WORKPLACE

BAPETY

September ]5, 1999 s EXPERT™

. 1420 Gy PR 1D
- Food and Drug Administration v
5630 Fishers Lane, Rm. 1061
Rockville, MD 20852

APPLICATION FOR EXEMPTION

Re:  Request for Exemption from 21 CFR 201.66 (OTC Labeling Format)
Docket Number 98N-0337

Subject; Zeo Medical, Inc,
PainAld® Pain Relief Tablets (#1417, 1418, 1419)

This is a request for exemption from 21 CFR 201.66(cX8), the requirement for listing the inactive
ingredients on the OTC drug labe), for Zee Medical, Inc. PainAid® Pain Relief tablets. We believe
this requirement is impracticable for our mathod of manufacturing and distribution duc to the factors
outlined below, We are requesting to be allowed to use the phrase “may contain™ to list inactive
ingredients that may or may nat be present in the product.

Confidentiali

We request that the information in this document be kept confidentizl to the fullest extent possible,
particularly information concerning the financial impact of this request on our company.

4 Q 4 EZ nI ll l I
Zee Medical, Inc. is a wholesale distributor of first aid and safety products. We provide these
products to independent distributors and cotnpany-owned distributors who in turn sell them to

employers for use in the employers” workplace ficst aid cabinets. These products are delivered to
the employer by means of a van-based delivery system.

Description of Product

PainAid® Pain Relief tablets are OTC pain reliever/fover reducer tablets packaged in sealed unit
dose packets (2 tablets per packet). The packets are then packaged into dispenser boxes of 100, 250
or 1000 tablets eath. The product is sold by our distributors to employers for use in workplace first

aid cabinets, also supplied by Zee Medical. This product and other products of our OTC tablet line
comprise the largest and most important segment of our business.

Qpa-0337 A2

Zye Medieal, [ag. MoKesson Carp. « 22 Corporate Park « Irvine, CA 92808 « (849) 252-9600 + Fax: (949) 252-0640



FDA Exemption Request Page 2
September 15, 1999

Manufacturing/Distribution Process

Our company purchases the finished tablets in bulk form, then repackages the tablets into the unit
dose packets and dispenser boxes bearing our {abel. In order to (1) ensure an uninterrupted supply
of bulk tablets, (2) prevent short term emergencies at our suppliers fom affecting our production
schedule and (3) keep our costs under control, it is essential that we have multiple suppliers for the
bulk tablets. We currently have three suppliets for the bulk PainAid® Tablets. Although the active
ingredients are identical, the inactive ingredients vary from supplier to supplier. Due to this
variation, we have not listed any inactive ingredients on the label in the past.

Reasons for Exemption Request

As indicated above, PainAid® tablets together with the other products of our OTC tablet line
comprise the largest and most impartant segment of our business, Any significant reduction in the
profitability of these products would cause serious consequences for our company. If we are
required to list the inactive ingredients on the dispenser box, we will be forced into one of three
alternatives: (1) purchase the bulk tablets from only one supplier, (2) carry separate inventories of

dispenser boxes for cach supplier's tablets, or (3) require our bulk tablet suppliers to manufacture
the tablets to our exact formula. Each of these alternatives Is discussed below.

Alternative 1 - Purchase tablets from only ane supplier. This Is a practice that we have strictly
forbidden for many years. With only one supplier, we would run the risk of having no product
available during situations where the supplier is experiencing production difficulties. In fact, this
very thing happened to us several years ago, which led to & disastrous situation where we were
unable to obtain the product for a perjod of 8 months, As a result, we have established a firm policy
that we will always have more than one approved supplier for our bulk tablets.

Alternatlve 2 - Carry separate inventories of packaging and labeling materials for multiple
suppliers of the same product. We have evaluated this from an operations standpoint and have
determined that we do not have the capability to carry separate and distinet inventories of two or
three versions of the same box or label for each product in our tablet line. Aside from the logistics
of the increased warehouse space required to stote the new materials, the establishment of new
SKU's and inventory controls, and the revision of all supporting documentation (batch records
product specifications, bill of materials), there would be the increased threat of Jabeling mixups and
the increased burden of having to tripic our efforts for every new FDA labeling requirement. The

burden of this would cripple our operaton.

Alternative 3 - Reqnire diffcrent tablet suppliers to manufacture to the same formufa. We
have explored this option with our suppliers and have determined that this js impracticable. Each
manufacturer has different blending, granulating and tablet compressing equipment; different raw
material sources; and different expertise in compounding and processing these materials. A change
to a formula with which they do not have experience would, at the very Ieast, be time consuming and
cxpensive. At worst, it could also lead to production problems, delays, and inferior tablet quality.



FDA Exemption Request Page 3
September 15, 1999

Exemption Request

We are requesting exemption for this product from 21 CFR 201.66(c)(8), which requires listing the
inactive ingredients on the OTC drug label. We note that many OTC drug labels currently use the
phrese “May also contain [list of ingredients]” to describe ingredients that may ot may not be present
in the formula. We request that we be allowed to make the following statement to convey inactive
ingredients that may be present in PalnAid® Tablets:

Inactive ingredients may contain cellulose, com starch, croscarmelose sodium,
D&C yellow #10, FD&C yellow #6, magnesium stearate, polyvinylpyrrolidone,
silicon dioxide, sodium meta bisulfate, sodium starch glycolate, starch, stearic acid.

The labe! for this product will meet all other requirements of 21 CFR 201.66,

We appreciate your consideration of this request and look forward to recelving your response as soon
as possible. If you need additional information or would like to discuss this matter in person, please
call me directly at (949) 252-9530.

Very truly yours,

Wb S2

Kevin Lioyd
Manager, Quality and Regulatory Affairs
Zee Medical, Inc.
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Zea Medical, Inc,

FAX TRANSMISSION

To: Ms. Jenny Butler " From: Kevih Uoyd

Of: Food and Drug Administration Compeny: Zes Medical, Inc.

Fax No: 301-827-6870 Address: 22 Corporate Park
irvina, CA 62806

Data: October 14, 1688 Fax No: 949-252-9527

Pages: 1 Phone No: 8485-252-8630

This is In reference to our Application for Exemption from certain requirements of
21 CFR 201.68 (OTC Labeling Farmat), Dockat Number 88N-Q37, for Zee Medical
PsinAid Pain Relicf Tablets, The Application for Exemption is dated Septembar 16,

1908,

As you indicated durlng our telephone conversgtion today, the application includes
a section reguesting that the submitted information be kept canfidentlal to the
extent passible, however, in order for FDA to consider the application, Zes Medical
must allow the information to be released publicly.

Plaase accept this as authorizatien for FDA to publiely release the information
contained in the Application for Exemption refarenced above.

If you need addltional information, pleasa contaot me 846-262-8530,

Sincerely,

U 2

Kevin Uoyd
Manager, Regulatary Affalrs
Zge Madical, Inc.
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