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PETITION CITIZEN 

The undersigned, on behalf of our client, submits this petition under the Federal Food, 
Drug, and Cosmetic Act (the “FDC Act”) and 21 C.F.R. 5 10.30 to request that the 
Commissioner of Food and Drugs amend 21 C.F.R. 5 101.36 and 21 C.F.R. 5 101.100 to permit 
a dietary supplement manufacturer to jnclude 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. 4 101.36 and 21 C.F.R. 
5 101 .lOO, 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 (a, 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. 

I 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. Statutorv and Regulatory Background 

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. 5 343(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. 4 343(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. 5 101.4(a)(l). Ingredients that are listed in the nutrition label of a 
dietary supplement need not be repeated in the ingredient list. 21 C.F.R. 4 101.36. 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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sourci’.; i ;;I L’ .j,;i; 1 withu: ihe nutrition label in accordance with 
5 101.36(d) [a regu!:ltory 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, tillers, artificial colors, artificial sweeteners, 
flavors, or binders, shall be included in the ingredient list. 

21 C.F.R. 0 101.4(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. 
5 101.36(a). 

As previously noted, the FDC Act and FDA’s regulations provide specific exemptions to 
certain food labeling requirements. &, u, 21 U.S.C. 6s 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(j)(l) [&, a regulatory provision 
concerning nutrition labeling] 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 annual gross sales made or 
business done in sales of food to consumers of not more 
than $50,000, and whose labels, labeling, and 
advertising do not provide nutrition information or 
make a nutrient content or health claim; 

(2) Section 101.9(j)(l8) for foods that are low-volume 
products (that is, they meet the requirements for units 
sold in 8 101.9($( 18)(i) or fi)( 18)(ii)) [not discussed 
here]; that, except as provided in 5 101.9fj)(18)(iv) [not 
discussed here], are the subject of a claim for an 
exemption that provides the information required under 
Ij 101.9@( 18)(iv), that is filed before the beginning of 
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the time period for which the exemption is claimed, aiiti 
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 0 101.9(j)(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(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.F.R. 5 101.36(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 
dietarv suvvlement 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 is discussed 
below. 
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Alternative 1 - Purchase the finished dietary supplement producT 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 dietary 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 reauested variance is consistent with FDA volicy 

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 PainAidB Pain Relief tablets. & 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. 5 101.4(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. 0 101.4(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 eontain” 
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. 5 25.300’) 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. 8 10.30(b), petitioner will, upon request by the Commissioner, 
submit economic impact information. 
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E. Certijkation 

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, 

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. I 



ATTACHMENT A 

l Proposed amendment to current 21 C.F.R. 5 101.36 would read: 

I ! ! ,;,ary suppiements are subject to the exemptions specified as 
~~~l]o~~~s in: 

(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 (u, 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. 
5 101.4(b)(14), (16)-(19) may be used after the listing of 
common other ingredients. 

(Emphasis added.) 

l Proposed amendment to current 2 1 C.F.R. 3 101.100 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 (m, 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. 6 101.4(b)(14), 
(16)-(19) may be used after the listing of common other 
ingredients. 

(Emphasis added.) 
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the burden of proof on each element to show that a dietary supplement is 
adulterated. The court shall decide any issue under this paragraph on a de 
nova basis. 

(2) Before the Secretary may report to a United States attorney a 
violation of paragraph (l)(A) for a civil proceeding, the person against 
whom 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. 

(9) - 

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

(2) The Secretary 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 
available analytical methodology. No standard of current good manu- 
facturing practice may be imposed unless such standard is included 
in a regulation 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 is false or misleading in any particular, or (2) in the 
case of a food to which section 411 applies, its advertising is false or 
misleading in a material respect or its labeling is in violation of section 
411(b)(2). 

(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 (I) 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 numerical count, except that under clause (2) of this paragraph 
reasonable variations shall be permitted, and exemptions as to small pack- 
ages shall be established, by regulations prescribed by the Secretary. 

(f) If any word, statement, or other information required by or under au- 
thority of this Act to appear on the label or labeling is not prominently 

tib.LNo.75717,52Stat. 1040(1938) $403 (5 343) 

placed thereon with such conspicuousness (as compared ~1. : ih o!lrer 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 indivi fual under 
customary conditions of purchase and use. 

(g) If it purports to be or is represented as a food for which n definition 
and standard of identity has been prescribed by regula~;~‘ns i’ provided 

by section 401, unless (1) it conforms to such defimtion alld standard, and 
(2) its label bears the name of the food specified in 11~: dehnition 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. 

p 

(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 perceirtage of such 
fruit or vegetable juice contained in the food; except that s: ‘ices. flavor- 
ings, and colors not required to be certified under section :1(c) unless 
sold as spices, flavorings, or such colors, may be designated as spices, 
flavorings, and colorings without naming each. To the rxtcnt that compli- 
ance with the requirements of clause (2) of this par:!gr:lp!, is impracti- 
cable, or results in deception or unfair competition. :. rei:;i ions shall be 
established by regulations promulgated by the Secretary. 

(j) If it purports to be or is represented for special dietary nscs. 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 
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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 OFPROOF . - 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 [343-31. DISCLOSURE. i 
(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” means a 
written statement that discloses that a food has been intentionally 
subject to radiation. 

SEC. ~~~.[~~~].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 
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 
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. 

(c) Any officer or employee duly designated by the Secretary shall have 
access to any factory or establishment, the operator of which holds a per 
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mit from the Secretary, for the purpose of ascertain lng nether or not the 
conditions of the oermit are being Comolied with. :l,nd (1, niai of access for 

B’ such inspection shall be ground for suspension o: the: I:ennit until such 

II! access is freely given by the operator. 

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

The Secretary shall promulgate regulations exempting from any labeling 

1 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 fooli .rxcept where 
such substance is required in the production thereof ar’ t be avoided 
by good manufacturing practice shall be deemed : IT ui:safe for pur- 
poses of the application of clause (2)(A) of section 4(1 ‘I a); t,ut when such 
substance is so required or cannot be so avoided. the c:cr:‘ary shall pro- 
mulgate regulations limiting the quantity therein or thcreoli 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 1~ a&Iterated within 
the meaning of clause (1) of section 402(a). In detert ,.llng ‘le 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 

I Public Law 81-459, March 16 1950 (64 Stat. 20). amended scctlon 15 of the Federal 
Trade Commission Act by adding the following subsection: 

conrmued 

c 
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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, 19971 

g 101.4 Food; designation oi mgredi- 
ents. 

(a)(l) Ingredients requirea us 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 5101.36 
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)(l) 
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 thequanti- 
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 
0101.22. 

(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- 

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”. 

(5) 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 
consumption shall be declared by its 
specific common or usual name (e.g., 
“beef fat”, “cottonseed oil”) 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 ‘I- 
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., “vegetahlc oi? shortening (con- 
tains one or nlorr oi i-ykk l’ollowing: cot- 
tonseed oil, ml.?? oi?. soybean oil)“. No 
fat or oil ingretiiel;i &&,il 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 (bN14). 

(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 gg137.105, 
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 
self-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: Except, 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 

16 
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c‘OI-“, “and/or”, “contains one or more 
of the following:“. 

(1’7) 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- 
tnesez ft;I::il~~~ir~ the collective name 
**yeast n~;t:I,~i!,b 1 .‘,g., ‘yeast nutri- 
en.ti (calcium ~::?*q+r and ammonium 
phospnatei ‘l’i;! .A.~yl~lg of the com- 
mon or usual name of each individual 
yeast nutrient in parentheses shall be 
in descending order of predominance: 
Except, 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: Except, 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 firmine n?e! t.c. in> the 
food, the listing of the ir*iriPual firm- 
ing agents need not be ID dcsc ‘nrrir,g 
order of predominance. Firminr agents 
not present in the prodtiik 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. 

Cc) 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 t.ern ‘--?n$ ljP.V’q on a creamer that 
contains SO(I~UTJI caseinate, it shai; in- 
clude a parent’- etical 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 glOl36(d), in which 
case the ingredients listed outside the 
nutrition label shall be in a list pre- 
ceded by the words “Other lngredi- 
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. 3& 
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 Znter- 
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. 
552(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, IL 62991-4422, 618-536-3321, 
FAX 618453320’7, or may be examined 
at the Center for Food Safety and Ap- 
plied Nutrition’s Library, 266 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. 
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(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, Ma: 2% 1978; 43 FR 2451it, June 6, 
1978; 48 FR 8054, Feb. 25, 1983; 55 FR 17433, 
~pr. 25, 1990; 58 FR 2875, Jan. 6, 1993; 62 FR 
49847, Sept. 23, 199’7; 62 FR 64634, Dec. 8, 19971 

8 101.5 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 

where such food was manufactured or 
packed or is to be distributed, unless 
such statement would be misleading. 

Q 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 
(j) 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 (RDD 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 regUlatiOm, 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 ~10!23(a)(l)(iii) of 
this chapter. 

(b) Except as provided in 0101.9(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 * * l *” (reference amounts) 
that appear in 4101.12(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 5101.12(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 a8 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 serv!ng size; 

(Cj If a unit weighs 67 percent or 
more, but less than 200 percent of the 
reference amount, thh 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 multiserving 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. 

(G) 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 is 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 
5101.12(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 5101.9 (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 
units that are usually divided for con- 
sumption (e.g., cake, pie, pizza, melon, 
cabbage), for unprepared products 
where the entire contents of the pack- 

.z uw3: 50 prepare large discrete 
;nibs U~La, .LU usually divided for con- --+I? * 
-=3ptIfnr (e.g., cake mix, pizza kit), 

.&nil for proilucts 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., 
l/12 cake, l/8 pie, l/4 pizza, l/4 melon, l/ 
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 5101.12(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 
5 101.12(f). In expressing the fractional 
slice, manufacturers shall use l/2, l/3, L/ 
4, l/5, l/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 0 101.12(f). 

(3) The serving size for meal products 
and main dish products as defined in 
8101.13 (1) and (m) that comes in single- 
serving containers as defined in para- 

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 amo??* + applicable to 
the product iri ? I 1 1. 
is listed in $10’. 0.h 

the product 
1 13( : king size for 

meal products and I: dish products 
in multiserving conta: -s that are not 
listed in $101.12(b) shai: ..*c based on the 
reference amount according to 
8 101.12(f). 

(4) A variety pack, such as a package 
containing several varieties of single- 
serving units as defined in paragraph 
(b)(2)(i) 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 5101.12(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., l/4 
pizza), ounce (oz), fluid ounce (fl 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)(5)(W), (b)(5)(v), 
(b)(5)(vi), and (b)(Wvii) 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 
l/4-or i/3-cup increments, tablespoons 
in whole number of tablespoons for 
quantities less than l/4 cup but greater 
than or equal to 2 tablespoons (tbsp), 1, 
1 lf3, 1 lJ2, or 1 20 tbsp 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 l/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)(5)(U) 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 l/2 pickle). Ounce measurements 
shall be eryr!tssed j-? 0.5 oz increments 
most closti:ly hpproslmating the ref- 
eren?e 3mouCt. 

(ivi A descriptiori 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- 
ual unit of measure, as described in 
paragraph (b)(5)(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)(l), 
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 
(b)(2)(i), (b)(2)(ii), and (b)(2)(M) 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 2/3 cup)” and “1 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 5 milliliters (mL), a 
tablespoon means 15 mL, a cup means 
240 mL, 1 fl 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 
serving 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 

-nd as the primary unit for se-ving /. L 
size, e.g., 1 slice (28 g/l oz) for sliced 
..r-ead. 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 
ox 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., l/Z 
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 
servings per container shall be based 
on the serving size of the product de- 
termined by following the procedures 
described in this section. 

(1) 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 
t0 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 
n.an ‘acturer may declare “varied” for 
t?le 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)(U) 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 
5 101.45. Declaration of the nutrient and 
food component content of foods that 
are packed in liquid 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 fl 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 
1 tbel, 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 !jlOl.l2(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 5calorie incre- 
ment up to and including 50 calories, 
and lo-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. 

(i) 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, “Energ;, Valur 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)(l>(i)(A) of this section); 

(C) Using the general factors of 4, 4, 
and 9 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. 9-11, 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 is given in paragraph (c)(l)(i)(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 5 U.S.C. 552(a) and 1 CFR part 51 
(the availability of this incorporation 
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by reference is given in paragraph 
(c)(l)(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 lo-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)(Z)(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 Wcalorie 
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 (IB) 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. 

(i) “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 

“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 saturate{: fat” shall be placed 
at the bottom of the table of nutrient 
values in the same r.gp? size. Saturated 
fat, content shall be indented and ex- 
pressed as grams per serving to the 
nearest 0.5 (112) 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 glOlJXI(b)(l) 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 (l/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)(l) 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 
(E?) 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 st+rviun and n:ake 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 lo- 
milligram increment when the serving 
contains greater than 140 milligrams. 

(5) “Potassium” (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 
lo-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)(l)(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 is 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 ; gram cf sugar:. 
in a serving if no claims are made 
about Sweeteners, sugars, or sugav 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 
zero. 
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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)(‘l)(ii) 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 appron:‘iate .~. ._ 
method of analysis as given in th’ “Of- 
!Tcial Methods of Analysis of the + OAC 
International” (formerly the Associa- 
tion of Official Analytical Chemists), 
15th Ed. (1990), which is incorporated 
by reference in accordance with 5 
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. 

(i) A statement of the corrected 
amount of protein per serving, as de- 
termined in paragraph (c)(‘l)(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. 

(ii) 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 FAOWHO Ex- 
pert Consultation on Protein Quality 
Evaluation,” Rome, 1990, except that 
when official AOAC procedures de- 
scribed in section (c)(7) of this para- 
graph require a specific food factor 
other than 6.25, that specific factor 
shall be used. The “Report of the Joint 
FAO/M’HC Expert Consultation on Pro- 
tein Quality Evaluation” as published 
by the Food and Agriculture Organiza- 
tion of the United 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 quality 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 
Daily 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. 
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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. 

(iii) The percentages for vitamins 
and minerals shall be expressed to the 
nearest a-percent increment up to and 
including the lo-percent level, the 
nearest 5-percent increment above 10 
Percent and up to and including the 50- 
Percent level, and the nearest IO-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 c 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 om%ted)” 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, 1,006 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 B6. 2.0 milligrams 
Folate, 400 micrograms 
Vitamin B12. 6 micrograms 
Biotin, 300 micrograms 
Pantothenic acid, 10 milligrams 
Phosphorus, i.MKl 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, 3,408 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 add 
miamin-Vitamin BI 
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- 
Gamin ,:, “bat 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 (c)(@(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 of measure- 
ment ORV 

Fat .,.........._....,..................... gram (g) . . . . . . . . . . . 65 
Saturated fatty acids . . .._...... do . . . . .._........._........ 20 
Cholesterol . . . . . . . . .._............... milligrams (mg) 300 
Total carbohydrate . . . . . . . . . . . . . . grams (g) . . . . . . . . . . . . 300 
Fiber ,.._..,__..._._..................... do ,,....,._................ 25 
Sodium . . .._........................... milligrams (mg) . . . . 2,400 
Potassium . . . . . . . . . .._............... do .,....,.................. 3,500 
Protein . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . grams (g) . . . . . . . . . . . . . 50 

(d)(l) 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- 
tic al. 

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

(A) A single easy-to-read type style, 
(B) Upper and lower case letters, 
(C) At least one point leading (i.e., 

space between two lines of text) except 
that at least four points leading shall 
be utilized for the information required 
by paragraphs (d)(7) 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), (d)(7), 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)(lO) of this section shall also be in 
type no smaller than 6 point. 

(iv) The headings required by para- 
graphs (d)(2), (d)(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)(7)(H) 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 clistin- 
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)(7)(i) and (d)(‘l)(ii) of this sec- 
tion from the nutrient and percent 
Daily Value above and below it, as 
shown in paragraph (d)(E) of this sec- 
tion. 

(2) The inforn,?tio +all. be pre- 
sented under the identiiymg neading of 
“Nutrition Facts” whi :: ,i;haJ: he set, in 
a type size larger thall I, j oLLlier prmt 
size in the nurition label and, except 
for labels presented according to the 
format provided for in paragraph (d)(ll) 
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. 

(ii) “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. 

(5) 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 
Paragraph (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 par- 
graph (c) of this section that are to be 
declared in the nutrition la.bel, 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 “c” may be used in place of 
“less than.” 

(ii) A listing of the percent of the 
DRV as established in paragraphs 
(c)(‘l)(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)(7)(i) of this section for which 
a DRV has been established, except 
that the percent for protein may be 
omitted as provided in paragraph (c)(7) 
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)(‘I)(U) of 
this section. The numerical value shall 
be followed by the symbol for percent 
(i.e., o/o>. 

(8) Nutrient information for vitamins 
and minerals shall be separated from 
information on other nutrients by a 
bar arid 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. ’ ’ 
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(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. 

Total fat . . . .._.____.__.__...... 
Saturated fat ,..___..__._____ 
Cholesterol ___.__....._._.._. 
Sodium ___.__.__............... 
Total carbohydrate . . 
Dietary fiber _..__.__._..__... 

(ii) If the percent of Daily Value is 
given for protein in the Percent of 
Daily Value column as provided in 
paragraph (d)(7)(U) 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 (j)(lS)(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)(9) 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)(lO) 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 
(d)(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)(lO) 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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IFacts 
; Serving Size 2 slices (56g) 
1 Servings Per Conrainer 10 

/ Calories from Fat 10 

wtJdyvalh* 

Totnl Fat 1 Sg 2Ya 

Saturated Fat Og 0% 

-0mg 0% 

sodib8ll28omg 12% 

Vitamin A 0% l Vitamin C 0% . Cakium6% . iron 6% 
Thiamin 15% l Riboflavin 8% l Niacin 10% 
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jNutrition Facts/ 
Serving Size 1 cup (2289) 
Servings Per Container 2 

Amount Per Sfsving 

Calories 260 Calories from Fat 120 

Oh Daih Value* 

Total Fat 139 

Saturated Fat 5g 

20% 

25% 

Cholesterol 30mg 

Sodium 660mg 
I 

Total Ca&ohydrate 31 g 10% ] 
I 

Dietary Fiber Og 0% 1 
I 

Sugars 5g 

Protein 5g 

Vitamin A 4% . Vitamin C 2% 

Calcium 15% l Iron 4% 

l 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 ml 

Sat Fat ksthan 2Og 259 
Cholesterol Less than 3OOn-g 3OOmg 
Sodium Lessthan 2,4OOmg 2,400mg 
Total Carbohydrate 3009 3759 

Dietary Fiber 259 30s 

Calories per gram: -- 
Fat 9 . Carbohydrate 4 l 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: -L.ngeabl :’ for the same 
type of food (e.g., round ice cream con- 
tainers) may :-:.I an aggregate display. 

with the formal, requirements of para- 
(ii) Aggregai,<: displays shall comply 
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aggregate display. 

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 
nutrien;. shall be listed in separar,e c ;;- 
umns under the name of each food. The 
following sample label illustrates an 

MbrodeahFlaktk Nutrition Facts T> ZZ!Zm e 
Serving Size 1 Box (359) uw ca 
seIvingsPefCchltainef 

v 
Ad,- 

120 70 lo( 
Cahies from Fat 0 0 I 

Saturated Fat 

nary v&n’ y n 
09 0% og 0% 

ci a% og -7 

ome 6% omg o?s 
6% 12omg------ 6% 
1% 3on-g ----x 

17g 6% 249 6% 
19 4% lg 4% 

ss c------- - -- 

cablies: 2,ooo 2,soo 
- Calcium rogl Fat Less-WI w wo - 0% WO 

L!lokslwLtlssltlan3oomo 3oomg 
.-.- 

iodum Lessihm 24oom3 24m-g Thiimin 30% 

wwy 
2 2 

Riboflavin 30% - 

- Niacin 3096 
WkSpecgam: 
‘at 9 . Cabohydrale 4 l Protein 4 Viamin B, 30% 

(14) In accordance with §101.15(~)(2), 
when nutrition labeling must appear in 
a eecond 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 English. 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)(5) 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. 

serving size based on the reference 
amount in 5 101.12(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- 
trien;. list*. d and placed immediately 
following and differentiated from the 
required quantitative information 
(e.g., separated by a comma). Such in- 
formation shall not be put in a sepa- 
rate column. 

(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)(l) of this section. 

(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., l/2 cup 
skim milk contributes an additional 40 
calories, 65 mg sodium, 6 g total carbo- 
hydrate (6 g sugars), and 4 g protein). 

(3) Quantitative information by 
weight required in paragraph (d)(7)(i) 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 
g 101.12(b). 

(ii) Total fat and its quantitative 
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. 

(i) 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 

(4) Information required in para- 
graphs (d)(7)@) 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)(l) 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 l/1 2 package 
(449, about l/4 cup dry mix) 
Servings Per Contain& 12 

1 
Amolaltpersewhg Mix Bakec 

Calories 190 280 
Calories from Fat 45 140 

%Lbailyvalue* 

Total Fat !5g* 

Saturated Fat 2g 
8% 24% 
10% 13% 

-0rna 0% 23% 
sxlium 3oomg” 13% 13% 
Total 
Cafbohydrate34g 11% 11% 

Dietary Fiber Og 0% 0% 

Sugars WI 
Protein 2g 

Viin A o?Ya 0% 
Viin C 0% 0% 

6% 6% 
Iron 

‘Amount in Mix 

2% 4% 

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

Calories: 2,000 2,500 
Total Fat Lessthan 659 

Sat Fat L--a3 2 
cholesterol Lessthan 300mg 3oomg 
Sodium Less than z4oomg z4oomg 

TzwT 
3759 

2 WI 

cabliespefgram: 
Fat 9 l Carbohydrate 4 l Protein 4 

(0 The declaration of nutrition infor- amounts of seven or more of the fol- 
mation may be presented in the sim- lowing: Calories, total fat, saturated 
plified format set forth herein when a fat, cholesterol, sodium, total carbo- 
food product contains insignificant 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 5 101.9(j)(5)(i) applies, nutrition 
information may be presented in the 
simplified format when a food product 
contains inslgnL”icant amounts of six 
or more of thp following: Calories, 
total fat, sodium, total carbohydrate, 
dietary fiber. sugars, protein, vitamin 
A, vitamin C, calcium, 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 

(iii) Any vitamins and minerals list- 
ed in paragraph (c)(E)(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)(E)(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- 
mat. 

(4) If any nutrients are declared as 
provided in paragraphs (fKQ(iii), 
(f)(2)(W). or (f)(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)(5) and (j)(13) of this section, 
nutrient information declared in the 
simplified format shall be presented in 
the same manner as specified in para- 
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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 te;-r;l “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: 

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

(ii) Class ZZ. 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 Z 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- 
c]areu on tile label. 

(ii) Class II vitamin, mineral, protein, 
toia caroonydratcr, dietary fiber, other 
carbohydrate, polyunsaturated or 
monounsaturated fat, or potassium. The 
nutrient content of the composite is at 
least equal to 80 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 1~ paragraphs (g)(l) 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 years, 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-1501, 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-1501, Food and Drug Ad- 
ministration, 200 C St. SW., Wash- 
ington, DC 20204. 

(h) Products with separa,tely 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 (0 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 
5101.12(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 0 101.12(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, 
as 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- 
ertt,s in the foods proposed to be in the 
cate[:ory meet the compliance criterirt 
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 aa 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 l/2 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)(1’7) of this section, the lo- 
cation of nutrition information on a 
label shall be in compliance with 
5 101.2. 

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

(l)(i) Food offered for sale by a person 
whrr 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 
$503,000 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. 

(ii) For purposes of this paragraph, 
calculation of the amount of sales shall 
be based on the most recent a-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: 
(I) 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; 

(ii) 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- 

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 advertis:%. Claims or other nu- 
tritiorl lnformatron 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: 
(i) Of the type of food described in 

paragraphs (j)(2)(1) and (j)(2)(ii) of this 
section, 

(ii) Ready for human consumption, 
(iii) 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- 
trition information subject the food to 
the provisions of this section. 

(4) Foods ‘-lf contain insignificant 
amounts 01 .,ri of the nutrients and 
food corny.; nts required to be in- 
cluded in t: declaration of nutrition 
information under paragraph (c) of this 
section, Promded, 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 carbohydrate, 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)(i) 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 (j)(5)(ii) and except that 
such labeling shall not include calories 
from fat (paragraph (c)(l)(ii) of this 
section), calories from saturated fat 
((cXl)WiN, saturated fat ((c)(2)(i)), 
polyunsaturated fat Uc)CWi)), 
monounsaturated fat ((c)(S)(W), 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- 
tein, vitamins, and minerals shall be 
listed immediately below the heading 
“Percent Daily Value”; and 

(E) Such lahe’ing 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 0 101.36. 

(7) 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 unique 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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basis 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 
(Le., 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 g-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 
l-600-123-4567”). 

(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 l/16 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 g 101.2(c)(5). 

(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. 

43 



:::,g -..^ ~ “.a;‘t+“.I ; I,‘. 

I 
21 CFR Ch. I (4-l-99 Edition) ’ 

Nutrition 
Facts 

Amocmvlsrvhg %Dvf s %DT 

TotalFatlg 2”/0 Totdcarhog o-!! 

Sat.Fat Og @P’b Fiber Og 0% 

chdest.43mg 3% SKI= OS 
~i~20=6&1 8% Protein 179 

Vitamin A 0% l Vitamin C 0% l Calcium 0% . Iron 6% 

(2) The following sample label illus- voluntarily for the nutrient names for 
trates the linear display. When nutri- “Calories, ” “Total fat,” “Cholesterol,” 
tion information is given in a linear “Sodium,” “Total carbohydrate,” and 
fashion, bolding is required only on the “Protein.” 
title “Nutrition Facts“ and is allowed 

Nutrition Factsservdze:l~,Amantpw 
Serving: Calorfes 45, Fat Cal. 10, Total Fat t g (2% DV), Sat. Fat lg (5% DV), 
Cholest. Omg (0% DV), Sodium 5Omg (2% Dv), Total carb. 8g (3% DV), Fiber lg 
(4% DV), Sugars 4g, Pmteln lg, V-in A (8% DV), Vitamin C (89k DV), Calcium 
(oo/,DV),kon(2%DV).PercentOailyValues(DV)arebasedona2,000~dlet 

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

Serving size--Sew 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 
Total carbohydrate-Total carb 
Dietary fiber-Fiber 
Soluble fiber-Sol fiber 
Insoluble fiber-Insol fiber 
Sugar alcohol-Sugar ale 
Other carbohydrate-Other carb 

(C) Omitting the footnote required in 
paragraph (d)(9) 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 
“Daily 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. 

(14) Shell eggs packaged in a carton 
that has a top lid desjgned 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: 

(i) The multiunit retail food package 
labeling contains all nutrition infor- 
mation in accordance with the require- 
menta 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 Sale” in type size not 
less than l/W-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 
:n 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 available 
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 
(j)(18)(i) or (j)(18)(ii) of this section); 
that, except as provided in paragraph 
U)(18)(iv) of this section, are the sub- 
ject of a claim for an exemption that 
provides the information required 
under paragraph (j)(lS)(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 (j)(18)(i) or 
(j)(l8)(ii) of this section; and whose la- 
bels, labeling, and advertising do not 
Provide nutrition information or make 
a nutrient content or health claim. 

(i) For food products first introduced 
b&o interstate commerce before May 8, 
1994, the product shall be exempt for 
bhe period: 

(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 IJnited 
States; and 

;B) Betwr:~-~ 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 IJnited 
States. 

(ii) For all other food products, the 
product shall be eligible for an exemp- 
tion for any la-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 la-month pe- 
riod precedmg 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)(i) or (j)(18)(ii) 
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 (j)(18)(i) or 
(j)(18)(ii) 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 h.as 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 alorig 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 equiva- 
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 hoursx52 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 la-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 la-month period 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- 
quirements of paragraph (j)(l8)(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 
to consumers. 

(B) Food product means food in ar 
sized package which is manufacture 
by a single manufacturer or whit 
bears the same brand name, whit 
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 c: 
of a corporation, and all affiliates, 
defined in 13 CFR 121.401, of a firm 
other entity, when referring to a f 
or other entity that is not a corps 
tion. 

(D) Full-time equivalent emplc 
means all individuals employed by 
person claiming the exemption. ’ 
number shall be determined by dj 
ing the total number of hours of 88 
or wages paid directly to employer 
the person and of all of its affiliatr 
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 1 
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 0 101.14 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. 

156 FR 2175, Jan. 6, 1993, as amended at 58 FR 
2227, 2533, Jan. 6, 1993; 58 FR 17194, 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. 1994; 60 FR 17205, 
Apr. 5, 1995; 69 FR 30788, June 12, 1995; 66 FR 
67174, Dec. 28, 1995; 61 FR 8779, Mar. 5, 1996; 61 
FR 14479, Apr. 2, 1996; 61 FR 46978, Aug. 7, 
1996; 62 FR 15342, Mar. 31, 1997; 62 FR 49848, 
Sept. 23, 1997; 63 FR 14035, Mar. 24, 19981 

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

5 101.9 Nutrition l&ding of food. 

* * * * * 

(b)* * * 
(514 * * 
(i) Cups, tablespoons. or teaspoons shall be 

tsed wherever possible and appropriate ex- 
ept for beverages. For beverages. a manu- 
lcturer may use fluid ounces. Cups shall be 
tpressed in l/4- or ~/~-CUP increments. Table- 
moons shall be expressed as 1.1 lB. 1 l&I, 1% 
2, or 3 tablespoons. Teaspoons shall be ex- 
eased as If& lf4. lf2,34,1. or 2 teaspoons. 

* * * * * 

LlO Nutrition labeling of rep- 
tallrant foods 
utrition labeling in accordance with 
.9 shall be provided upon request 

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, 19961 

!I 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 
years 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 
we. 

(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. 
[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. Aor. 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, 1994; 60 FR 17205, 
ADS. 5. 1995: 60 FR 30786. June 12. 1995: 60 FR 
671174, bet. k3, 1995; 61 kR 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, 19981 

EFFECTMZ DATE NOTE: At 64 FR 12889, Mar. 
16, 1999, $101.9 w~ls amended by revising para- 
graph (b)(5)(1), effective Jan. 1, 2002. For the 
convenience of the user, the revised text is 
set forth aa follows: 

8101.9 Nutrition iabeling of food. 

* * * * * 

(b)* * * 
(5)* * * 
(i) 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 ll4- or l&cup increments. Table- 
spoons shall be expressed as 1, 1 l/3, 1 li2, 12/ 
3, 2. or 3 tablespoons. Teaspoons shall be ex- 
Pressed as 1/a, 114, l/2, 3/4,1, or 2 teaspoons. 

* * * * * 

9 lOLl.l;fti~ labeling of res- 

Nutrition labeling in accordance with 
glO1.9 shall be provided upon request 

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, 19961 

Q 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 
years 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. 

[56 FR 2925, Jan. 6, 1993, as amended at 56 FR 
44663, Aug. 18, 1993; 56 FR 49192, Sept. 22, 19931 

Subpart C-Specific Nutrition La- 
beling Requirements and 
Guidelines 

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

0 10136 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 58 101.9(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 theiT 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 
5 101.9(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 5101.9(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 @)(2)&e- 
tary ingredient shall be presented 
under the heading “Amount Per Serv- 
ing.” When the quantitative amounts 
by weight are presented in a separate 
column, the heading may be centered 
over a column of quantitative 
amounts, described by paragraph 
(b)(2)(ii) of this section, if space per- 
mits. A heading consistent with the 
declaration of the serving size, such as 
“Each 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)(i) of this section shall be pre- 
sented in column aligned on the left 
side of t. -: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, riboflavin, niacin, vi- 
tamin Bb, folate, vitamin B12, 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 glO1.9 or in para- 
graph (b)(2)(i)(B)(2) of this section. 

(I) 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 Bz), 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 kilojoule 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 (ID) 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 iisted 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 
increments specified * 

~01.9&) through (c)(7) which 1: 
eludes 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 5 101.9(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 
mg>. 

(iii) The percent of the Daily Value of 
all dietary ingredients declared under 
paragraph (b)(2)(i) of this section shall 
be listed, except that the percent for 
protein may be omitted as provided in 
$101.9(c)(7); 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. 
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(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 f01 “% 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 
(b)(S)(iii)(D), (b)G)(iii)(F), or (b)(Niv) 
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 5 101.9(c)(8)(iv) 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 8 101.9(c)(7)(U). 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 “cl%” shall be used to declare the 
“% Daily Value” when the quan- 
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 so 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)(lO)(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 last 
heavy bar and inside the box, and fol- 
lowed by the statement “Daily Value 
not established.” 

(C) 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)(lO)(vii) of this section. When the “% 
Daily .Value” column is not required, 
but the dietary ingredients listed are 
subject to paragraph (b)(a)(iii)(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)(C) of 
this section. This information shall be 
presented in additional columns and 
clearly identified by a.ppropriate head- 
ings. 

C-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)(i)(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)(ii) of this section or, when a lin- 
ear display is used, shall be presented 
immediately following the name of the 
other dietary ingredient. The quan- 
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 
tmL) or mg of the entire extract, y is 
the weight of the starting material and 
z is the volume (mL) of solvent. Where 
the s-;lvent h<,s 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 5 101.4(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)(i) 
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)(1) 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. 

(c) A proprietary blend of dietary in- 
gredients shall be included in the list 
of dietary ingredients described in 
paragraph (b)(3)(i) 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 
t,hc proprietary blend that are listed 
under paragraph (b)(2) of this section 
shall be declared in accordance with 
paragraph (b)(Z) 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)(ii) 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 “% Daily 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)(lO)(v) 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 fn- 
dented beneath the name of a dietary 
ingredient and preceded by the words 
“as” or “from” e.g., 
cium carbonate),” 

“Calcium (as cal- 
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 !jlO1.4(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 contiguous 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: 

(i) A single easy-to-read type style, 
(ii) All 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)(lO) 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)(i) 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. 

(7) A light bar shall be placed be- 
neath the headings ‘LAmount 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 la- 
bels or in one aggregate nutrition label 
as illustrated in paragraph (e)(lO)(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: 

I 
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0) Multiple vitamins: 

Q 101.36 

/Supplement Facts1 

j Viiamh A (as rethyi acetate and 5ooou 100% 
’ 50% as beta-carotene) 
Vltti C (as asm-bk add) 

--__ 
mmg lW% 

Vltamh D (as 
-- 

hhcuidferd) 4oolJ KJO% 
Vttamh E (as d-a@h tocoptwyi~catata) 30 LI lOO% 
Tlhrrh (as WanJn tnoncdbate) Gmo loo% 
Rbofkvh l.7 w lOO% 
Mach (as r2kdm-h) am0 loo% 
WtmM e, (as pyrkloxbm hydr-1 

-- 
2.0 mg low 

Fotate (ar fok acid) 4Qomcg loo% 
vnam &2 ((Is cy-mh) 6mcq tW% 
moth mmg lo% 
Pantonwdc Add h cakh pantothenatel 10 Kg loo% 

Other hgredtents: Qekth, bctore. ma~sksn stearate, 
mkrocfyeta6he cehdose, FDSC YeNow No. 6, propylene t#ycol 
wpyiparabeq and 8odlum benzoatr. 

(ii) Multpk vitamb-~s for cbldren and adults: 

Supplement Facts 

cnbrler 

Total Carbohydrate 

--!?sE- 
vltdlA 

60% as beta-cdrolene$ 
WtMbC am0 loo% 67% 
VltamhD 4oou loo% UK% 
ME l5u lsw !mb 
t-wan& ..-.-. 11 fog Is% 73% 
aboftavh i2nm six 7% .-- .- . 
a&l l4mg fs6% 7D% 
lltvnh 89 11 mg m s%- 
uate soomog so% 76% 
MunhBu Smcg s7% 63% 
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(iii) Multiple vitamins in packets: 
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Amount Par Swvinp 

Vitamin A 
Vitamin C 
Vitamin D 
Vitamin E 
Thiamin 
Riboflavin 
Niacin 
vitamin 86 
Folk Acid 
Vitamin 612 
Biotii 
Pantothenic Acid 

i 

I i 
i 
I 

Supplement Facts 
Serviq Size 1 Packet 
Servirws Per ContaM IO 

AM Packet 

W Deily Value 

2500 lu 50% 
60 mg MO% 
4oolu loo% 
30 lu 100% 
15 mg lOO% 
l.7 mg 100% 

20 mg 100% 

2.0 w loo”/ 

200 mcg 50% 

3fwl 50% 

5 ma 50% 

PM Packet 

K Ddly Value 

2500 RJ 50% 
6Omg 100% 

1.5 mg loO% 
1.7 mg loO% 
20 mg x)0% 
2.0 mg 100% 

200 mcg 50% 
3 mcg 50% 
30 mcg IO% 

5 mg 50% 

Ingredients: Sodium ascorbate, ascorbic acid, calcium pantothenate, 
niacinamide, dt-alpha tocopheryl acetate, microcrystalline cellulose, 
artificial flavors, dextrin, starch, mono- and diglycerides, vitamin A 
acetate, magnesium stearate, gelatin, FDK Blue #l, FD&C Red Y3, 
artificial 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 
with and without RDl’s and DRV’s: 

Supplement Facts 
servhoSb31- 

- 
Cakrles from Fat 20 

Total Fat 2 g 3%* 
Saturated Fat 0.5 g 3%* 
Polyumatuated Fat 1 g 
IAcmmsatuated Fat 0.5 g + 

i/itadnA 4250111 85% 
vltandno 425111 106% 

0me~-3 fattv ac.M 0.5 I t- 

h-tgredlents: Cod lver 04 gelsUn, water, and 

ingredient 

(v) A proprietary blend of dietary ingredients: 

caktles 
Total Cahhy&ate 

suoarr 

lo 

2tl ( l%* 

2g t 

-- 
Other Ingredients: Fructose, lactose, atarch, and steark acid 
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(vi) Dietary supplement of an herb 

Sefv‘kg Size 1 CapsUe 

Amount Pmr Capruh 

Oriental Ginseng, powdered (root) 250 mcg* 

l Daily Value not rslablirhd. 

Other ingredients: Gelatin, water, and glycerin. 

(vii) Dietary supplement of amino acids: 

Supplement Facts 
SefvhaSkelTaMet 

Amount Per Tablet 

Calories 

isoleuclne (as L-lsoleudne hyckochbide) 
bucine (as Lleucine hydrockide) 
Lysine (as Myshe hydroctWde) 
Methlonhe (as L-methlonhe hydochlorkle) 

15 

450 w 
620 mg* 
500 nlg* 
350 n-g* 

Cysthe (as L-cysthe hydrochlorkle) 2oomg 
Phenylalanhe (as L-pbnylalanhe hydochbrkle) 220 W 
Tyrosine (as L-tyroshe hydrochlorkle) Q@)mg* 
ll-reonlne (as L-threonbe hydrochbrkk) 3oomg 

Valine (as L-vabe hvdrochlokle) 650 mg+ ; 
I I . Daly Value not l stabhhed 

Other Ingredients: Cellulose, lactose, ana magnesium slearale. 

(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)(lO) 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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(f)(l) Compliance with this section 
will be determined in accordance with 
5 101.9(g)(l) 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 II nutrients given in 5101,9(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 (i)(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)(l) 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 
annual 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 
§ 101,9(j)(18)(1) or (j)(lE>(ii)); that, except 
as provided in 8101.9(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 8 101.9(j)(18)(i) or (j)(l8)(ii), 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 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)(5)(i) 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: 

(i) 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 point; 

(ii) All information within the nutri- 
tion l.abel 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. 

(iii) When the nutrition information 
is presented on any panel under 
$101.9(j)(13)(ii)(D), the ingredient list 
shall continue to be located imme- 
diately below the nutrition label, or, if 
there is insufficient space below the 
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nutrition label, immediately conti 
uous and to the right of the nutrition 
label as specified in 8 101.4(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 (innerj 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 quantitative amounts (by weight 
and as a percent of Daily Value). 

(3) Section 101.9(j)(15) for foods in 
multiunit food containers; 

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

(5) 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 5 101.4(g). 

Q 101.42 

0 101.42 Nutrition labeling of raw fruit, 
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 
f 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. 

(c) FDA has also defined in $101.43, 
the circumstances that constitute sub- 
stantial compliance by food retailers 
with the guidelines. 

(d) By May 8, 1993, FDA will issue a 
report on actions taken by food retail- 
ers to provide consumers with nutri- 
tion information for raw fruit, vegeta- 
bles, and fish under the guidelines es- 
tablished in 5 101.45. 

(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 8 101.44. 

(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. 

(j) Dietary supplements shall be sub- 
ject to the misbranding provisions of 
3 101.9(k). 

[62 FR 49849, Sept. 23, 1997. as amended at 63 
FR 30620, June 5.19981 

89 



(iv) The treatment of raw foods with 
ionizing radiation not to exceed the 
maximum dose of 1 kiloGray in accord- 
ance with $1’79.26 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, 19931 

Subpart G-Exemptions From 
Food Labeling Requirements 

0 10&l; Food; exemptions from label- 

(a) The following foods are exempt 
from compliance with the require- 
ments of section 403(i)(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: 

(i) 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. 

(5) 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. 

(c) Substances that are added to a 
food for their technical or functional 
effect in the processing but are present 
in the finished food at insignificant 
levels and do not have any technical or 
functional effect in that food. 

(iii) Substances migrating to food 
from equipment or packaging or other- 
wise affecting food t,hat 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 20.123~2Q-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 ‘708, 
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)(l) 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)(l) 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 bearfng 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 

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)(l) 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), (h), (i), (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. 

(3) The article is an egg product sub- 
ject to a standard of identity promul- 
gated in part 160 of this chapter, is to 



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 user 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 
years after such processing. 

(ii) 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- 
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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: 

(i) 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, 6’ 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 CUT- 
ing commences, and to each such 
cheese or its wrapper or immediate 
container shall be affixed a removable 
tag reading “ cheese made from 
unpasteurized milk. For completion of 
curing and proper labeling, or for label- 
ing a.8 - 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- 
8Ult 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 condition8 are met: 

(1) The person desiring to u8e the 
marker without label declaration of its 
presence has submitted to the Commis- 
sioner of Food and Drug8 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) Provicled, 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 80 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- 
weight statements for wrapped fish fil- 
lets delivered into institutional trade 
provided the Outside container bears 
the required information. 

(i) Wrapped cluster8 (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)(Z) 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 

tii) The individual packages bear a 
r;c, .sp.cuou~ statement “To be weighed 
at or before the time of sale” and a cor- 
“c:’ u ti,d.;.ement sett,ing forth the weight 
of the wrapper; using such term as 
“wrapper tare __ ounce”, the blank 
being filled in with the correc.t 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. 
142 FR 14308, Mar. 15, 1977, as amended at 51 
FR 25017, July 9, 1986; 58 FR 2188, 2876, Jan. 6, 
19931 

§101.105 Declaration of net quantity 
of content-s when exempt. 

{a) The principal display panel of a 
food in package form shall bear a dec- 
laration of the net quantity 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 term8 of fluid 
measure if the food is liquid, or in 
terms of weight if the food is solid, 
semisolid, or viscous, or a mixture of 
solid and liquid; except that such 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 
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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 twms to be used for 
such commodity. 

(b)(l) 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. 

(ii) 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 
2J50.42 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. 

(d) 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 quantity declaration of a par 
titular 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: Croscanellose Sodium and Polysorbate 80. 



ATTACHMENT C 

This grnnting af your exemprion tequess does not wnstitutc a fU labeling revitw of this 
producz. ‘The IabeIhg for this product continues to be subjerzt to 811 other applicable 
labeliig rsquiruneucs in 22 CFR 201.66, md to any hure npplicablc reguhtiozx. 

t 33wa :XWJ 



If you have any quesrioas, pkasc canracx Elizabeth F. Yusn, RPh., R~larory Health 
Profeet Manager, ac 301~827-2222. 



Zee Medical, Inc. 

To: MS, 9aberte iUenift 
Of: FDA, Cenrer for Drugs 
Fax Ha: 301-$27-2315 

f?mr; KevJn Lloyd 
Campany: 
AddMXJ; 

Z- Medical, Inc. 
22 ~prats Park 

Data: 
Pages: 

Mne, CA 92606 
Fax No: 949-2624627 
Phdne No: 949-252-9530 

Thin’ is in raponse tu cur phone eonw~rseti~n earfiar today conoerning QZJT 
applicMon for exemprion from tie requirements fw Iktlrtg Of IflacGue ingredienti. 
Shown bclu~ are ttre hactfve ingrccfiMts fog ‘three differene focmuks for Zee 

PolinAid rablers, which wt pf&~re Ram three cWfarcnr ~ppUers. 

The tn8~v~ ingredients ownman to all three formulas are: celJufose, Gtorch end 
FO&C YeJJow C6. 

. 
ccltuiasc, ccoscmwfose $dium, D&C yellaw 8’16, FD&C yellow P6, szareh 

ITlease calf me at 949-252-9530 if yau need addikmd information. 
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September 15, 1999 

Food and Drug AdtGnistration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852 

APPLICATION FOR EXEMPTION 

Re: Request for Exemptioa fram 21 CFR 201.66 (OTC Labeling Format) 
Docket Number 9HN-0337 

Subject: Zee Medical, Inc, 
PaInAid@ PaLn Relief Tablets (#1417,.I418,1419) 

This is a request for exemption fhm 21 CFR 201.66(c)@), the requirement for listing the inactive 
ingredients on the OTC drug label, for Zee Medical, Inc. PainAid@ Pain Relief tablets. We believe 
this requiremcmt is impracticabIe for our method of manufacturing and distribution due to the factors 
outked below. WC arc requesting to be allowed to use the phrase “may’contain” to list inactive 
ingredients that may w may not be prcaent in the product. 

We request that the information in this ciocumexlt be kept confidential to the fullest extent possible, 
particularly information concemin~ ihe financial impact of this request on our company. 

L 

Zee Medical, I& is a whoIcsa.le distributor of first aid and safety products. IVc provide these 
products to independent distributors and company-owned distributors who in turn sell them to 
employers for use in the employers’ workplace first aid cabinets. These products are delivered to 
the employer by means of a van-based delivery system, 

P&Aid@ Pain Relief tablets are OTC pain reliever/fever reducer tablets packaged in sealed unit 
dose packets (2 tablets per packet). 
or 1000 tablets e&h. 

The packets are then packaged into dispenser boxes of 100,250 
The product is sold by our &tri~utors to unp10~ for use in workplace first 

aid cabinets, also supplied by Zce Medical. This product and other products of our OTC tablet line 
comp&.c the largest and most imrtant segment of our business. 

Zge hbdwl,lac. MoKersonCorp.*22 Corporttc Park*Irvhe.CA02B(W*(949)252-9600~ FW (Q49)ZSP-OMQ 
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FDA Exemption Request 
September I!&1999 

f-7 

Page 2 

Our company purchases the finished tablets in bulk form, then repackages the tablets into the unit 
dose packets and dispenser boxes bearing our label. In order to (1) cr~sure an unintermpted supply 
of bulk tablets, (2) prevent short tMm emergencies at our suppliers Corn tiectjx~g our production 
schedule and (3) keep our oosts under cuntrol, [&xj& 
u. We cum&y have three suppliers for the bulk Pain&d@ Tablets. Ahhough the active 
ingredients arc identical, the inactive iugredietits vary from supplier to supplier. Due to this 
variation, we have not listed any inactive ingxdieats on the label in the past. 

AS indicated above, PafnAid@ tablets together with the other products of our OTC tabfet line 
comprizx the largest and most important segment of our business. Any significant reduction in the 
profitability of &SC products would C&USC strious consequenws for our c-ompmy, If we Eve 
required to list the inactivc ingredienis on the dispenser box, we will be forced itio one of thrw 
&z-natives: (1) plrrchasc the bulk tablets from only one supplier, (2) m separate inventories of 
dispenser boxes for each supplier’s tablets, or (3) quirc our bulk tabIet suppUers to manufacture 
the tablets to our cx.act formula. Each of t&se alternatives is discussed below. 

Alternative 1 - Purchase tablets from ouly one 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 e-xperienciag production difkulties. In fact, this 
very thing happened to us several years ago, which led to 8 disastrous situation where we were 
unable to obtain the pmduct for a pe&d of 8 months. As a result, we have established a f%m policy 
that we will xiways have more than one qxoved supplier for our bulk tablets, 

Alternative 2 - Carry separate inventories of packagjng amI IaWing sqterials for multiple 
suppliers of the same product. We have cvaluaced this tim an operations standpoint and have 
determined that we do not have the capability to cany separate and distinct inventories of two or 
three versions of ti same box or label for each product in our tablet line. Aside from the logistics 
of the increased warehouse space required to store the new materials, the establishment of new 
SKU’s and inventory controls, and the revision of aI.l supporting documentation (batch records 
pm&& qmifications, bill of materials), there would be the increased threat of labeling mixups and 
the increased burden of having to triple our efforts for evury new FDA lab&ng requirement. The 
burden of this would cripple our operadon. 

Alternative 3 - Require difhrent tablet strppliers to manuiacture to the same formuln. We 
have explored thjs option with our supplicn and have detcrmincd that this Is impracticable. Each 

mSanrifaoturer has different blending, granulating and tablet comprcsting equipment; different raw 
material sou.rce.s; md dEerent expertise in compowding and processing these materials. A cfxmge 
to a formula with which they do not have cxpcricncc would, at the very Icast, be time consuming and 
cxpcnsivc. At wot'62, Lt could also lead to production problczns, &lays, and inferior tablet quality. 
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We are requesting axcrnption for this product from 2 1 CFR 201.66(c)@), which requires listing the 
&live ingredients on the OTC cfrug label. We note thaf many OTC drug labels currently USC the 
phrase “May also contain [list of ingrcdicnts]” to d.cscribc ingredienti that may or may not be present 
in the formula. We request that we be allowed to make the folio* statement to convey inative 

ingredients that may be present in PaInAid@ Tablets: 

hactive ingredients may contain c&uIose, cum starch, noscam~elose sodium, 
D&C yeHow # 10, FB&C yellow #6; magnesium stcaratc, polyvinylpyrrolidone, 
silicon dioxide, sodium,meta bisuIf&, sodium staroh glyoolate, starch, xtearic acid 

The label for this product will meet all other requirements of 2 1 CFlX 201.66. 

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

Kevin Uoyd 
mager, Quality and Regulatory Affhira 
Zez Medical, Inc. 



Zee MedicaL h-w, 

FAX TRANSMI%NXU 

l-0: Ms. Jenny Bulk 
Of: Fcbd and Drug Administration 
Fax No: 301-827-6870 

Date! October 14, 1999 
Pqee: 1 

From: Kevin Lloyd 
CCWp#ry: Zee Medical, Inc. 

Ackfrcss: 22 Corporate Park 
Irvina, CA 82606 

Fax No: 949-262-9527 
Phone No: 9+3-262-9630 

This 18 in reference to our Application for Exemption from certain requirements of 
21 CFR 201.66 (OTC Labeling Format), Docket Number 9EW037, for Zee Medical 
PainAid Pain Relief Tablets, The: Application for Exemption is dated,Soptemtw 16, 
1989. 

As you indicated during our telephone conversation today, the applicatiofi includes 
b sectic+n requiwting that the submittad inform&ion be kept canfidentlal to the 
extent passible, howavar, in order for FDA to consider the applictilon, Zae Medical 
mut allow the Iofarmation to be released publldy. 

Please accept this as authorizgt(Qn fcr FDA to publicly release the information 
contahled in the Appficatkul for Exemption referenced abcw. 

If you need eddftfonal information, please conteot me 849-262-8530, 

Sincerely, 

Kevfn UcJyd 
Manager, Regulatwy Affairs 
iho Medinal, Inc. 
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