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101.81 Health claims: Soluble fiber from cer-
tain foods and risk of coronary heart dis-
ease (CHD). 

101.82 Health claims: Soy protein and risk 
of coronary heart disease (CHD). 

101.83 Health claims: plant sterol/stanol 
esters and risk of coronary heart disease 
(CHD). 

Subpart F—Specific Requirements for De-
scriptive Claims That Are Neither Nutri-
ent Content Claims nor Health Claims 

101.91 Gluten-free labeling of food. 
101.93 Certain types of statements for die-

tary supplements. 
101.95 ‘‘Fresh,’’ ‘‘freshly frozen,’’ ‘‘fresh fro-

zen,’’ ‘‘frozen fresh.’’ 

Subpart G—Exemptions From Food 
Labeling Requirements 

101.100 Food; exemptions from labeling. 
101.105 Declaration of net quantity of con-

tents when exempt. 
101.108 Temporary exemptions for purposes 

of conducting authorized food labeling 
experiments. 

APPENDIX A TO PART 101—MONIER-WILLIAMS 
PROCEDURE (WITH MODIFICATIONS) FOR 
SULFITES IN FOOD, CENTER FOR FOOD 
SAFETY AND APPLIED NUTRITION, FOOD 
AND DRUG ADMINISTRATION (NOVEMBER 
1985) 

APPENDIX B TO PART 101—GRAPHIC ENHANCE-
MENTS USED BY THE FDA 

APPENDIX C TO PART 101—NUTRITION FACTS 
FOR RAW FRUITS AND VEGETABLES 

APPENDIX D TO PART 101—NUTRITION FACTS 
FOR COOKED FISH 

AUTHORITY: 15 U.S.C. 1453, 1454, 1455; 21 
U.S.C. 321, 331, 342, 343, 348, 371; 42 U.S.C. 243, 
264, 271. 

SOURCE: 42 FR 14308, Mar. 15, 1977, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 101 appear at 63 FR 14035, Mar. 24, 1998, 
66 FR 17358, Mar. 30, 2001, and 66 FR 56035, 
Nov. 6, 2001. 

Subpart A—General Provisions 

§ 101.1 Principal display panel of pack-
age form food. 

The term principal display panel as it 
applies to food in package form and as 
used in this part, means the part of a 
label that is most likely to be dis-
played, presented, shown, or examined 
under customary conditions of display 
for retail sale. The principal display 
panel shall be large enough to accom-
modate all the mandatory label infor-

mation required to be placed thereon 
by this part with clarity and conspicu-
ousness and without obscuring design, 
vignettes, or crowding. Where packages 
bear alternate principal display panels, 
information required to be placed on 
the principal display panel shall be du-
plicated on each principal display 
panel. For the purpose of obtaining 
uniform type size in declaring the 
quantity of contents for all packages of 
substantially the same size, the term 
area of the principal display panel means 
the area of the side or surface that 
bears the principal display panel, 
which area shall be: 

(a) In the case of a rectangular pack-
age where one entire side properly can 
be considered to be the principal dis-
play panel side, the product of the 
height times the width of that side; 

(b) In the case of a cylindrical or 
nearly cylindrical container, 40 percent 
of the product of the height of the con-
tainer times the circumference; 

(c) In the case of any otherwise 
shaped container, 40 percent of the 
total surface of the container: Provided, 
however, That where such container 
presents an obvious ‘‘principal display 
panel’’ such as the top of a triangular 
or circular package of cheese, the area 
shall consist of the entire top surface. 
In determining the area of the prin-
cipal display panel, exclude tops, bot-
toms, flanges at tops and bottoms of 
cans, and shoulders and necks of bot-
tles or jars. In the case of cylindrical 
or nearly cylindrical containers, infor-
mation required by this part to appear 
on the principal display panel shall ap-
pear within that 40 percent of the cir-
cumference which is most likely to be 
displayed, presented, shown, or exam-
ined under customary conditions of dis-
play for retail sale. 

§ 101.2 Information panel of package 
form food. 

(a) The term information panel as it 
applies to packaged food means that 
part of the label immediately contig-
uous and to the right of the principal 
display panel as observed by an indi-
vidual facing the principal display 
panel with the following exceptions: 

(1) If the part of the label imme-
diately contiguous and to the right of 
the principal display panel is too small 
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to accommodate the necessary infor-
mation or is otherwise unusable label 
space, e.g., folded flaps or can ends, the 
panel immediately contiguous and to 
the right of this part of the label may 
be used. 

(2) If the package has one or more al-
ternate principal display panels, the in-
formation panel is immediately contig-
uous and to the right of any principal 
display panel. 

(3) If the top of the container is the 
principal display panel and the pack-
age has no alternate principal display 
panel, the information panel is any 
panel adjacent to the principal display 
panel. 

(b) All information required to ap-
pear on the label of any package of 
food under §§ 101.4, 101.5, 101.8, 101.9, 
101.13, 101.17, 101.36, subpart D of part 
101, and part 105 of this chapter shall 
appear either on the principal display 
panel or on the information panel, un-
less otherwise specified by regulations 
in this chapter. 

(c) All information appearing on the 
principal display panel or the informa-
tion panel pursuant to this section 
shall appear prominently and conspicu-
ously, but in no case may the letters 
and/or numbers be less than one-six-
teenth inch in height unless an exemp-
tion pursuant to paragraph (f) of this 
section is established. The require-
ments for conspicuousness and leg-
ibility shall include the specifications 
of §§ 101.105(h) (1) and (2) and 101.15. 

(1)(i) Soft drinks packaged in bottles 
manufactured before October 31, 1975 
shall be exempt from the requirements 
prescribed by this section to the extent 
that information which is blown, 
lithographed, or formed onto the sur-
face of the bottle is exempt from the 
size and placement requirements of 
this section. 

(ii) Soft drinks packaged in bottles 
shall be exempt from the size and 
placement requirements prescribed by 
this section if all of the following con-
ditions are met: 

(A) If the soft drink is packaged in a 
bottle bearing a paper, plastic foam 
jacket, or foil label, or is packaged in 
a nonreusable bottle bearing a label 
lithographed onto the surface of the 
bottle or is packaged in metal cans, the 
product shall not be exempt from any 

requirement of this section other than 
the exemptions created by § 1.24(a)(5) 
(ii) and (v) of this chapter and the label 
shall bear all required information in 
the specified minimum type size, ex-
cept the label will not be required to 
bear the information required by § 101.5 
if this information appears on the bot-
tle closure or on the lid of the can in a 
type size not less than one-sixteenth 
inch in height, or if embossed on the 
lid of the can in a type size not less 
than one-eighth inch in height. 

(B) If the soft drink is packaged in a 
bottle which does not bear a paper, 
plastic foam jacket or foil label, or is 
packaged in a reusable bottle bearing a 
label lithographed onto the surface of 
the bottle: 

(1) Neither the bottle nor the closure 
is required to bear nutrition labeling in 
compliance with § 101.9, except that any 
multiunit retail package in which it is 
contained shall bear nutrition labeling 
if required by § 101.9; and any vending 
machine in which it is contained shall 
bear nutrition labeling if nutrition la-
beling is not present on the bottle or 
closure, if required by § 101.9. 

(2) All other information pursuant to 
this section shall appear on the top of 
the bottle closure prominently and 
conspicuously in letters and/or num-
bers no less than one thirty-second 
inch in height, except that if the infor-
mation required by § 101.5 is placed on 
the side of the closure in accordance 
with § 1.24(a)(5)(ii) of this chapter, such 
information shall appear in letters and/ 
or numbers no less than one-sixteenth 
inch in height. 

(3) Upon the petition of any inter-
ested person demonstrating that the 
bottle closure is too small to accom-
modate this information, the Commis-
sioner may by regulation establish an 
alternative method of disseminating 
such information. Information appear-
ing on the closure shall appear in the 
following priority: 

(i) The statement of ingredients. 
(ii) The name and address of the man-

ufacturer, packer, or distributor. 
(iii) The statement of identity. 
(2) Individual serving-size packages 

of food served with meals in res-
taurants, institutions, and on board 
passenger carriers, and not intended 
for sale at retail, are exempt from 
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type-size requirements of this para-
graph, provided: 

(i) The package has a total area of 3 
square inches or less available to bear 
labeling; 

(ii) There is insufficient area on the 
package available to print all required 
information in a type size of 1⁄16 inch in 
height; 

(iii) The information required by 
paragraph (b) of this section appears on 
the label in accordance with the provi-
sions of this paragraph, except that the 
type size is not less than 1⁄32 inch in 
height. 

(d)(1) Except as provided by 
§§ 101.9(j)(13) and (j)(17) and 101.36(i)(2) 
and (i)(5), all information required to 
appear on the principal display panel 
or on the information panel under this 
section shall appear on the same panel 
unless there is insufficient space. In de-
termining the sufficiency of the avail-
able space, except as provided by 
§§ 101.9(j)(17) and 101.36(i)(5), any vi-
gnettes, designs, and other nonmanda-
tory label information shall not be con-
sidered. If there is insufficient space 
for all of this information to appear on 
a single panel, it may be divided be-
tween these two panels, except that the 
information required under any given 
section or part shall all appear on the 
same panel. A food whose label is re-
quired to bear the ingredient state-
ment on the principal display panel 
may bear all other information speci-
fied in paragraph (b) of this section on 
the information panel. 

(2) Any food, not otherwise exempted 
in this section, if packaged in a con-
tainer consisting of a separate lid and 
body, and bearing nutrition labeling 
pursuant to § 101.9, and if the lid quali-
fies for and is designed to serve as a 
principal display panel, shall be ex-
empt from the placement requirements 
of this section in the following re-
spects: 

(i) The name and place of business in-
formation required by § 101.5 shall not 
be required on the body of the con-
tainer if this information appears on 
the lid in accordance with this section. 

(ii) The nutrition information re-
quired by § 101.9 shall not be required 
on the lid if this information appears 
on the container body in accordance 
with this section. 

(iii) The statement of ingredients re-
quired by § 101.4 shall not be required 
on the lid if this information appears 
on the container body in accordance 
with this section. Further, the state-
ment of ingredients is not required on 
the container body if this information 
appears on the lid in accordance with 
this section. 

(e) All information appearing on the 
information panel pursuant to this sec-
tion shall appear in one place without 
other intervening material. 

(f) If the label of any package of food 
is too small to accommodate all of the 
information required by §§ 101.4, 101.5, 
101.8, 101.9, 101.13, 101.17, 101.36, subpart 
D of part 101, and part 105 of this chap-
ter, the Commissioner may establish 
by regulation an acceptable alternative 
method of disseminating such informa-
tion to the public, e.g., a type size 
smaller than one-sixteenth inch in 
height, or labeling attached to or in-
serted in the package or available at 
the point of purchase. A petition re-
questing such a regulation, as an 
amendment to this paragraph, shall be 
submitted under part 10 of this chap-
ter. 

[42 FR 14308, Mar. 15, 1977, as amended at 42 
FR 15673, Mar. 22, 1977; 42 FR 45905, Sept. 13, 
1977; 42 FR 47191, Sept. 20, 1977; 44 FR 16006, 
Mar. 16, 1979; 49 FR 13339, Apr. 4, 1984; 53 FR 
16068, May 5, 1988; 58 FR 44030, Aug. 18, 1993; 
60 FR 17205, Apr. 5, 1995; 62 FR 43074, Aug. 12, 
1997; 62 FR 49847, Sept. 23, 1997; 63 FR 14817, 
Mar. 27, 1998] 

§ 101.3 Identity labeling of food in 
packaged form. 

(a) The principal display panel of a 
food in package form shall bear as one 
of its principal features a statement of 
the identity of the commodity. 

(b) Such statement of identity shall 
be in terms of: 

(1) The name now or hereafter speci-
fied in or required by any applicable 
Federal law or regulation; or, in the 
absence thereof, 

(2) The common or usual name of the 
food; or, in the absence thereof, 

(3) An appropriately descriptive 
term, or when the nature of the food is 
obvious, a fanciful name commonly 
used by the public for such food. 

(c) Where a food is marketed in var-
ious optional forms (whole, slices, 
diced, etc.), the particular form shall 
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be considered to be a necessary part of 
the statement of identity and shall be 
declared in letters of a type size bear-
ing a reasonable relation to the size of 
the letters forming the other compo-
nents of the statement of identity; ex-
cept that if the optional form is visible 
through the container or is depicted by 
an appropriate vignette, the particular 
form need not be included in the state-
ment. This specification does not affect 
the required declarations of identity 
under definitions and standards for 
foods promulgated pursuant to section 
401 of the act. 

(d) This statement of identity shall 
be presented in bold type on the prin-
cipal display panel, shall be in a size 
reasonably related to the most promi-
nent printed matter on such panel, and 
shall be in lines generally parallel to 
the base on which the package rests as 
it is designed to be displayed. 

(e) Under the provisions of section 
403(c) of the Federal Food, Drug, and 
Cosmetic Act, a food shall be deemed 
to be misbranded if it is an imitation of 
another food unless its label bears, in 
type of uniform size and prominence, 
the word ‘‘imitation’’ and, immediately 
thereafter, the name of the food imi-
tated. 

(1) A food shall be deemed to be an 
imitation and thus subject to the re-
quirements of section 403(c) of the act 
if it is a substitute for and resembles 
another food but is nutritionally infe-
rior to that food. 

(2) A food that is a substitute for and 
resembles another food shall not be 
deemed to be an imitation provided it 
meets each of the following require-
ments: 

(i) It is not nutritionally inferior to 
the food for which it substitutes and 
which it resembles. 

(ii) Its label bears a common or usual 
name that complies with the provisions 
of § 102.5 of this chapter and that is not 
false or misleading, or in the absence 
of an existing common or usual name, 
an appropriately descriptive term that 
is not false or misleading. The label 
may, in addition, bear a fanciful name 
which is not false or misleading. 

(3) A food for which a common or 
usual name is established by regulation 
(e.g., in a standard of identity pursuant 
to section 401 of the act, in a common 

or usual name regulation pursuant to 
part 102 of this chapter, or in a regula-
tion establishing a nutritional quality 
guideline pursuant to part 104 of this 
chapter), and which complies with all 
of the applicable requirements of such 
regulation(s), shall not be deemed to be 
an imitation. 

(4) Nutritional inferiority includes: 
(i) Any reduction in the content of an 

essential nutrient that is present in a 
measurable amount, but does not in-
clude a reduction in the caloric or fat 
content provided the food is labeled 
pursuant to the provisions of § 101.9, 
and provided the labeling with respect 
to any reduction in caloric content 
complies with the provisions applicable 
to caloric content in part 105 of this 
chapter. 

(ii) For the purpose of this section, a 
measurable amount of an essential nu-
trient in a food shall be considered to 
be 2 percent or more of the Daily Ref-
erence Value (DRV) of protein listed 
under § 101.9(c)(7)(iii) and of potassium 
listed under § 101.9(c)(9) per reference 
amount customarily consumed and 2 
percent or more of the Reference Daily 
Intake (RDI) of any vitamin or mineral 
listed under § 101.9(c)(8)(iv) per ref-
erence amount customarily consumed, 
except that selenium, molybdenum, 
chromium, and chloride need not be 
considered. 

(iii) If the Commissioner concludes 
that a food is a substitute for and re-
sembles another food but is inferior to 
the food imitated for reasons other 
than those set forth in this paragraph, 
he may propose appropriate revisions 
to this regulation or he may propose a 
separate regulation governing the par-
ticular food. 

(f) A label may be required to bear 
the percentage(s) of a characterizing 
ingredient(s) or information con-
cerning the presence or absence of an 
ingredient(s) or the need to add an in-
gredient(s) as part of the common or 
usual name of the food pursuant to 
subpart B of part 102 of this chapter. 

(g) Dietary supplements shall be 
identified by the term ‘‘dietary supple-
ment’’ as a part of the statement of 
identity, except that the word ‘‘die-
tary’’ may be deleted and replaced by 
the name of the dietary ingredients in 
the product (e.g., calcium supplement) 
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or an appropriately descriptive term 
indicating the type of dietary ingredi-
ents that are in the product (e.g., herb-
al supplement with vitamins). 

[42 FR 14308, Mar. 15, 1977, as amended at 48 
FR 10811, Mar. 15, 1983; 58 FR 2227, Jan. 6, 
1993; 60 FR 67174, Dec. 28, 1995; 62 FR 49847, 
Sept. 23, 1997] 

§ 101.4 Food; designation of ingredi-
ents. 

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

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

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

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

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

Acts by the U.S. Department of Agri-
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 ‘‘lll 

shortening’’ or ‘‘blend of lll 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 

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., ‘‘vegetable oil shortening (con-
tains one or more of the following: cot-
tonseed oil, palm oil, soybean oil)’’. No 
fat or oil ingredient shall be listed un-
less actually present if the fats and/or 
oils constitute the predominant ingre-
dient of the product, as defined in this 
paragraph (b)(14). 

(15) When all the ingredients of a 
wheat flour are declared in an ingre-
dient statement, the principal ingre-
dient of the flour shall be declared by 
the name(s) specified in §§ 137.105, 
137.200, 137.220 and 137.225 of this chap-
ter, i.e., the first ingredient designated 
in the ingredient list of flour, or 
bromated flour, or enriched flour, or 
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 
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‘‘or’’, ‘‘and/or’’, ‘‘contains one or more 
of the following:’’. 

(17) Ingredients that act as yeast nu-
trients in foods may be declared in the 
ingredient statement by stating the 
specific common or usual name of each 
individual yeast nutrient in paren-
theses following the collective name 
‘‘yeast nutrients’’, e.g., ‘‘yeast nutri-
ents (calcium sulfate and ammonium 
phosphate)’’. The listing 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 

stating the specific common or usual 
name of each individual firming agent 
in descending order of predominance in 
parentheses following the collective 
name ‘‘firming agents’’. If the manu-
facturer is unable to adhere to a con-
stant pattern of firming agents in the 
food, the listing of the individual firm-
ing agents need not be in descending 
order of predominance. Firming agents 
not present in the product 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. 

(23) When processed seafood products 
contain fish protein ingredients con-
sisting primarily of the myofibrillar 
protein fraction from one or more fish 
species and the manufacturer is unable 
to adhere to a constant pattern of fish 
species in the fish protein ingredient, 
because of seasonal or other limita-
tions of species availability, the com-
mon or usual name of each individual 
fish species need not be listed in de-
scending order of predominance. Fish 
species not present in the fish protein 
ingredient may be listed if they are 
sometimes used in the product. Such 
ingredients must be identified by words 
indicating that they may not be 
present, such as ‘‘or’’, ‘‘and/or’’, or 
‘‘contains one or more of the fol-
lowing:’’ Fish protein ingredients may 
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be declared in the ingredient statement 
by stating the specific common or 
usual name of each fish species that 
may be present in parentheses fol-
lowing the collective name ‘‘fish pro-
tein’’, e.g., ‘‘fish protein (contains one 
or more of the following: Pollock, cod, 
and/or pacific whiting)’’. 

(c) When water is added to reconsti-
tute, completely or partially, an ingre-
dient permitted by paragraph (b) of 
this section to be declared by a class 
name, the position of the ingredient 
class name in the ingredient statement 
shall be determined by the weight of 
the unreconstituted ingredient plus the 
weight of the quantity of water added 
to reconstitute that ingredient, up to 
the amount of water needed to recon-
stitute the ingredient to single 
strength. Any water added in excess of 
the amount of water needed to recon-
stitute the ingredient to single 
strength shall be declared as ‘‘water’’ 
in the ingredient statement. 

(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 term ‘‘nondairy’’ on a creamer that 
contains sodium caseinate, it shall in-
clude a parenthetical term such as ‘‘a 
milk derivative’’ after the listing of so-
dium caseinate in the ingredient list. 

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

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

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

(h) The common or usual name of in-
gredients of dietary supplements that 
are botanicals (including fungi and 
algae) shall be consistent with the 
names standardized in Herbs of Com-
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, 8484 
Georgia Ave., suite 370, Silver Spring, 
MD 20910, 301-588-1171, FAX 301-588-1174, 
e-mail: ahpa@ahpa.org, or may be ex-
amined at the Center for Food Safety 
and Applied Nutrition’s Library, 5100 
Paint Branch Pkwy., College Park, MD 
20740, or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to:http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. The listing of these 
names on the label shall be followed 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 
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Commerce for the common or usual 
name listed on the label, and, when re-
quired, the Latin binomial name may 
be listed before the part of the plant. 
Any name in Latin form shall be in ac-
cordance with internationally accepted 
rules on nomenclature, such as those 
found in the International Code of Bo-
tanical Nomenclature and shall include 
the designation of the author or au-
thors who published the Latin name, 
when a positive identification cannot 
be made in its absence. The Inter-
national Code of Botanical Nomenclature 
(Tokyo Code), 1994 edition, a publica-
tion of the International Association 
for Plant Taxonomy, is incorporated by 
reference in accordance with 5 U.S.C. 
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 62901–4422, 618–536–3321, 
FAX 618–453–5207, or may be examined 
at the Center for Food Safety and Ap-
plied Nutrition’s Library, 5100 Paint 
Branch Pkwy., College Park, MD 20740, 
or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(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, Mar. 28, 1978; 43 FR 24519, June 6, 
1978; 48 FR 8054, Feb. 25, 1983; 55 FR 17433, 
Apr. 25, 1990; 58 FR 2875, Jan. 6, 1993; 62 FR 
49847, Sept. 23, 1997; 62 FR 64634, Dec. 8, 1997; 
64 FR 50448, Sept. 17, 1999; 66 FR 17358, Mar. 
30, 2001; 66 FR 66742, Dec. 27, 2001; 68 FR 15355, 
Mar. 31, 2003] 

§ 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 
lll’’, ‘‘Distributed by lll’’, 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. 

§ 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 
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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 
lllllllllll ’’ on the label or 
in the labeling or advertising for a 
food, or providing such information in 
a direct written reply to a solicited or 
unsolicited request, does not subject 
the label or the labeling of a food ex-
empted under paragraph (j) of this sec-
tion to the requirements of this section 
if the reply to the request conforms to 
the requirements of this section. 

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

(b) Except as provided in § 101.9(h)(3), 
all nutrient and food component quan-
tities shall be declared in relation to a 
serving as defined in this section. 

(1) The term serving or serving size 
means an amount of food customarily 
consumed per eating occasion by per-
sons 4 years of age or older which is ex-
pressed in a common household meas-
ure that is appropriate to the food. 
When the food is specially formulated 
or processed for use by infants or by 
toddlers, a serving or serving size 
means an amount of food customarily 
consumed per eating occasion by in-
fants up to 12 months of age or by chil-
dren 1 through 3 years of age, respec-
tively. 

(2) Except as provided in paragraphs 
(b)(3), (b)(4), and (b)(6) of this section 
and for products that are intended for 
weight control and are available only 
through a weight-control or weight- 

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

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

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

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

(C) If a unit weighs 67 percent or 
more, but less than 200 percent of the 
reference amount, the serving size 
shall be one unit; 

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

(E) For products that have reference 
amounts of 100 grams (g) (or milliliter 
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(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 
§ 101.12(f). 

(I) For packages containing several 
individual single-serving containers, 
each of which is labeled with all re-
quired information including nutrition 
labeling as specified in § 101.9 (that is, 
are labeled appropriately for individual 
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-
age is used to prepare large discrete 
units that are usually divided for con-
sumption (e.g., cake mix, pizza kit), 
and for products which consist of two 
or more foods packaged and presented 
to be consumed together where the in-
gredient represented as the main ingre-
dient is a large discrete unit usually di-
vided for consumption (e.g., prepared 
cake packaged with a can of frosting), 
the serving size shall be the fractional 
slice of the ready-to-eat product (e.g., 

1⁄12 cake, 1⁄8 pie, 1⁄4 pizza, 1⁄4 melon, 1⁄6 
cabbage) that most closely approxi-
mates the reference amount for the 
product category, and may be the frac-
tion of the package used to make the 
reference amount for the unprepared 
product determined in § 101.12(c) or the 
fraction of the large discrete unit rep-
resented as the main ingredient plus 
proportioned minor ingredients used to 
make the reference amount for the 
combined product determined in 
§ 101.12(f). In expressing the fractional 
slice, manufacturers shall use 1⁄2, 1⁄3, 1⁄4, 
1⁄5, 1⁄6, or smaller fractions that can be 
generated by further division by 2 or 3. 

(iii) For nondiscrete bulk products 
(e.g., breakfast cereal, flour, sugar, dry 
mixes, concentrates, pancake mixes, 
macaroni and cheese kits), and for 
products which consist of two or more 
foods packaged and presented to be 
consumed together where the ingre-
dient represented as the main ingre-
dient is a bulk product (e.g., peanut 
butter and jelly), the serving size shall 
be the amount in household measure 
that most closely approximates the ref-
erence amount for the product cat-
egory and may be the amount of the 
bulk product represented as the main 
ingredient plus proportioned minor in-
gredients used to make the reference 
amount for the combined product de-
termined in § 101.12(f). 

(3) The serving size for meal products 
and main dish products as defined in 
§ 101.13 (l) 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 amount applicable to 
the product in § 101.12(b) if the product 
is listed in § 101.12(b). Serving size for 
meal products and main dish products 
in multiserving containers that are not 
listed in § 101.12(b) shall be based on the 
reference amount according to 
§ 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 
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information for each variety or food 
per serving size that is derived from 
the reference amount in § 101.12(b) ap-
plicable for each variety or food and 
the procedures to convert the reference 
amount to serving size in paragraph 
(b)(2) of this section. 

(5) For labeling purposes, the term 
common household measure or common 
household unit means cup, tablespoon, 
teaspoon, piece, slice, fraction (e.g., 1⁄4 
pizza), ounce (oz), fluid ounce (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)(iv), (b)(5)(v), 
(b)(5)(vi), and (b)(5)(vii) of this section, 
the following rules shall be used: 

(i) Cups, tablespoons, or teaspoons 
shall be used wherever possible and ap-
propriate except for beverages. For 
beverages, a manufacturer may use 
fluid ounces. Cups shall be expressed in 
1/4- or 1/3-cup increments. Tablespoons 
shall be expressed as 1, 1 1/3, 1 1/2, 1 2/ 
3, 2, or 3 tablespoons. Teaspoons shall 
be expressed as 1/8, 1/4, 1/2, 3/4, 1, or 2 
teaspoons. 

(ii) If cups, tablespoons or teaspoons 
are not applicable, units such as piece, 
slice, tray, jar, and fraction shall be 
used. 

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

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

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

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

(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. 
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(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 
(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 
used as the primary unit for serving 
size, e.g., 1 slice (28 g/1 oz) for sliced 
bread. The ounce quantity equivalent 
to the metric quantity should be ex-
pressed in 0.1 oz increments. 

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

(v) For products that only require 
the addition of water or another ingre-
dient that contains insignificant 
amounts of nutrients in the amount 
added and that are prepared in such a 
way that there are no significant 
changes to the nutrient profile, the 
amount of the finished product may be 

declared in parentheses at the end of 
the serving size declaration (e.g., 1⁄2 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 guidance document enti-
tled, ‘‘Guidelines for Determining the 
Gram Weight of the Household Meas-
ure.’’ The guidance document can be 
obtained from the Office of Nutritional 
Products, Labeling and Dietary Supple-
ments (HFS–800), Center for Food Safe-
ty and Applied Nutrition, Food and 
Drug Administration, 5100 Paint 
Branch Pkwy., College Park, MD 20740. 

(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. 

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

(ii) When the serving size is required 
to be expressed on a drained solids 
basis and the number of servings varies 
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 
manufacturer may declare ‘‘varied’’ for 
the number of servings per container 
provided the nutrition information is 
based on the reference amount ex-
pressed in ounces. The manufacturer 
may provide the typical number of 
servings in parenthesis following the 
‘‘varied’’ statement. 

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

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

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

pose baking mixes are exempt from 
this requirement. 

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

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

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

(A) Using specific Atwater factors (i. 
e., the Atwater method) given in Table 
13, ‘‘Energy Value of Foods—Basis and 
Derivation,’’ by A. L. Merrill and B. K. 
Watt, United States Department of Ag-
riculture (USDA) Handbook No. 74 
(slightly revised, 1973), which is incor-
porated by reference in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51 
and is available from the Office of Nu-
tritional Products, Labeling and Die-
tary Supplements (HFS–800), Center for 
Food Safety and Applied Nutrition, 
Food and Drug Administration, 5100 
Paint Branch Pkwy., College Park, MD 
20740, or may be inspected at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on 
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the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html.; 

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

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

from fat’’ is not required and, as a re-
sult, not declared, the statement ‘‘Not 
a significant source of calories from 
fat’’ shall be placed at the bottom of 
the table of nutrient values in the 
same type size. 

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

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

(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, fatty acid, or cholesterol 
content, and if ‘‘calories from satu-
rated fat’’ is not declared. Except as 
provided for in paragraph (f) of this 
section, if a statement of the saturated 
fat content is not required and, as a re-
sult, not declared, the statement ‘‘Not 
a significant source of saturated fat’’ 
shall be placed at the bottom of the 
table of nutrient values. Saturated fat 
content shall be indented and expressed 
as grams per serving to the nearest 0.5 
gram (1/2) gram increment below 5 
grams and to the nearest gram incre-
ment above 5 grams. If the serving con-
tains less than 0.5 gram, the content 
shall be expressed as zero. 

(ii) ‘‘Trans fat’’ or ‘‘Trans’’: A state-
ment of the number of grams of trans 
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fat in a serving, defined as the sum of 
all unsaturated fatty acids that con-
tain one or more isolated (i.e., noncon-
jugated) double bonds in a trans con-
figuration, except that label declara-
tion of trans fat content information is 
not required for products that contain 
less than 0.5 gram of total fat in a serv-
ing if no claims are made about fat, 
fatty acid or cholesterol content. The 
word ‘‘trans’’ may be italicized to indi-
cate its Latin origin. Trans fat content 
shall be indented and expressed as 
grams per serving to the nearest 0.5 (1/ 
2)-gram increment below 5 grams and 
to the nearest gram increment above 5 
grams. If the serving contains less than 
0.5 gram, the content, when declared, 
shall be expressed as zero. Except as 
provided for in paragraph (f) of this 
section, if a statement of the trans fat 
content is not required and, as a result, 
not declared, the statement ‘‘Not a sig-
nificant source of trans fat’’ shall be 
placed at the bottom of the table of nu-
trient values. 

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

(iv) ‘‘Monounsaturated fat’’ or 
‘‘Monounsaturated’’ (VOLUNTARY): A 
statement of the number of grams of 
monounsaturated fat in a serving de-
fined as cis-monounsaturated fatty 
acids may be declared voluntarily ex-
cept that when polyunsaturated fat is 
declared, or when a claim about fatty 
acids or cholesterol is made on the 
label or in labeling of a food other than 
one that meets the criteria in 
§ 101.62(b)(1) for a claim for ‘‘fat free,’’ 

label declaration of monounsaturated 
fat is required. Monounsaturated fat 
content shall be indented and expressed 
as grams per serving to the nearest 0.5 
(1/2) gram increment below 5 grams and 
to the nearest gram increment above 5 
grams. If the serving contains less than 
0.5 gram, the content shall be expressed 
as zero. 

(3) ‘‘Cholesterol’’: A statement of the 
cholesterol content in a serving ex-
pressed in milligrams to the nearest 5- 
milligram increment, except that label 
declaration of cholesterol information 
is not required for products that con-
tain less than 2 milligrams cholesterol 
in a serving and make no claim about 
fat, fatty acids, or cholesterol content, 
or such products may state the choles-
terol content as zero. Except as pro-
vided for in paragraph (f) of this sec-
tion, if cholesterol content is not re-
quired and, as a result, not declared, 
the statement ‘‘Not a significant 
source of cholesterol’’ shall be placed 
at the bottom of the table of nutrient 
values in the same type size. If the food 
contains 2 to 5 milligrams of choles-
terol per serving, the content may be 
stated as ‘‘less than 5 milligrams.’’ 

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

(5) ‘‘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 
10-milligram increment when the serv-
ing contains more than 140 milligrams. 

(6) ‘‘Carbohydrate, total’’ or ‘‘Total 
carbohydrate’’: A statement of the 
number of grams of total carbohydrate 
in a serving expressed to the nearest 
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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-
ture, and ash from the total weight of 
the food. This calculation method is 
described in A. L. Merrill and B. K. 
Watt, ‘‘Energy Value of Foods—Basis 
and Derivation,’’ USDA Handbook 74 
(slightly revised 1973) pp. 2 and 3, which 
is incorporated by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR 
part 51 (the availability of this incorpo-
ration by reference is given in para-
graph (c)(1)(i)(A) of this section). 

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

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

(iii) ‘‘Sugar alcohol’’ (VOLUNTARY): 
A statement of the number of grams of 
sugar alcohols in a serving may be de-
clared voluntarily on the label, except 
that when a claim is made on the label 
or in labeling about sugar alcohol or 
sugars when sugar alcohols are present 
in the food, sugar alcohol content shall 
be declared. For nutrition labeling pur-
poses, sugar alcohols are defined as the 
sum of saccharide derivatives in which 
a hydroxyl group replaces a ketone or 
aldehyde group and whose use in the 
food is listed by FDA (e.g., mannitol or 
xylitol) or is generally recognized as 
safe (e.g., sorbitol). In lieu of the term 
‘‘sugar alcohol,’’ the name of the spe-
cific sugar alcohol (e.g., ‘‘xylitol’’) 
present in the food may be used in the 
nutrition label provided that only one 
sugar alcohol is present in the food. 
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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. 

(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)(7)(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 
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 
as determined by the appropriate 
method of analysis as given in the ‘‘Of-
ficial Methods of Analysis of the AOAC 
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 AOAC 
INTERNATIONAL, 481 North Frederick 
Ave., suite 500, Gaithersburg, MD 20877, 
or may be inspected at the National 
Archives and Records Administration 
(NARA). For information on the avail-
ability of this material at NARA, call 
202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(i) A statement of the corrected 
amount of protein per serving, as de-
termined in paragraph (c)(7)(ii) of this 
section, calculated as a percentage of 
the RDI or DRV for protein, as appro-
priate, and expressed as Percent of 
Daily Value, may be placed on the 
label, except that such a statement 
shall be given if a protein claim is 
made for the product, or if the product 
is represented or purported to be for 
use by infants or children under 4 years 
of age. When such a declaration is pro-
vided, it shall be placed on the label 
adjacent to the statement of grams of 
protein and aligned under the column 
headed ‘‘Percent Daily Value,’’ and ex-
pressed to the nearest whole percent. 
However, the percentage of the RDI for 
protein shall not be declared if the food 
is represented or purported to be for 
use by infants and the protein quality 
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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 
methods given in sections 5.4.1, 7.2.1, 
and 8.00 in ‘‘Protein Quality Evalua-
tion, Report of the Joint FAO/WHO Ex-
pert Consultation on Protein Quality 
Evaluation,’’ Rome, 1990, except that 
when official AOAC procedures de-
scribed in section (c)(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/WHO 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– 
800), Food and Drug Administration, 
5100 Paint Branch Pkwy., College Park, 
MD 20740, or may be inspected at the 
National Archives and Records Admin-
istration (NARA). For information on 
the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. For foods rep-
resented or purported for infants, the 
corrected amount of protein (grams) 
per serving is equal to the actual 
amount of protein (grams) per serving 
multiplied by the relative protein qual-
ity 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 rel-
ative 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. 
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 
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(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 2-percent increment up to and 
including the 10-percent level, the 
nearest 5-percent increment above 10 
percent and up to and including the 50- 
percent level, and the nearest 10-per-
cent increment above the 50-percent 
level. Amounts of vitamins and min-
erals present at less than 2 percent of 
the RDI are not required to be declared 
in nutrition labeling but may be de-
clared by a zero or by the use of an as-
terisk (or other symbol) that refers to 
another asterisk (or symbol) that is 
placed at the bottom of the table and 
that is followed by the statement 
‘‘Contains less than 2 percent of the 
Daily Value of this (these) nutrient 
(nutrients)’’ or ‘‘Contains <2 percent of 
the Daily Value of this (these) nutrient 
(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 l (listing the vitamins 
or minerals omitted)’’ is placed at the 
bottom of the table of nutrient values. 
Either statement shall be in the same 
type size as nutrients that are in-
dented. 

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

Vitamin A, 5,000 International Units 
Vitamin C, 60 milligrams 
Calcium, 1,000 milligrams 
Iron, 18 milligrams 
Vitamin D, 400 International Units 
Vitamin E, 30 International Units 
Vitamin K, 80 micrograms 
Thiamin, 1.5 milligrams 
Riboflavin, 1.7 milligrams 
Niacin, 20 milligrams 
Vitamin B6, 2.0 milligrams 

Folate, 400 micrograms 
Vitamin B12, 6 micrograms 
Biotin, 300 micrograms 
Pantothenic acid, 10 milligrams 
Phosphorus, 1,000 milligrams 
Iodine, 150 micrograms 
Magnesium, 400 milligrams 
Zinc, 15 milligrams 
Selenium, 70 micrograms 
Copper, 2.0 milligrams 
Manganese, 2.0 milligrams 
Chromium, 120 micrograms 
Molybdenum, 75 micrograms 
Chloride, 3,400 milligrams 

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

Calories—Energy 
Vitamin C—Ascorbic acid 
Thiamin—Vitamin B1 
Riboflavin—Vitamin B2 
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-
tamin A that 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., 
‘‘Percent Daily Value: Vitamin A 50 (90 
percent 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)(8)(iii) of this section. 

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

Food component Unit of measure-
ment DRV 

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

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

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

(A) Except as provided for in para-
graph (c)(2)(ii) of this section, 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)(10) 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)(ii) of this section shall be 
highlighted by bold or extra bold type 
or other highlighting (reverse printing 
is not permitted as a form of high-
lighting) that prominently distin-
guishes it from other information. No 
other information shall be highlighted. 

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

(2) The information shall be pre-
sented under the identifying heading of 
‘‘Nutrition Facts’’ which shall be set in 
a type size larger than all other print 
size in the nutrition label and, except 
for labels presented according to the 
format provided for in paragraph (d)(11) 
of this section, unless impractical, 
shall be set the full width of the infor-
mation provided under paragraph (d)(7) 
of this section, as shown in paragraph 
(d)(12) of this section. 

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

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

(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 
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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 
heading. The column headings ‘‘Per-
cent Daily Value,’’ ‘‘Percent DV,’’ or 
‘‘% DV’’ may be substituted for ‘‘% 
Daily Value.’’ 

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

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

(ii) A listing of the percent of the 
DRV as established in paragraphs 
(c)(7)(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)(7)(ii) of 
this section. The numerical value shall 
be followed by the symbol for percent 
(i.e., %). 

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

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

(i) The footnote shall state: 
Percent Daily Values are based on a 

2,000 calorie diet. 
Your daily values may be higher or 

lower depending on your calorie needs. 

Calories: 2,000 2,500 

Total fat ....................... Less than 65 g 80 g 
Saturated fat ................ Less than 20 g 25 g 
Cholesterol .................. Less than 300 mg 300 mg 
Sodium ........................ Less than 2,400 mg 2,400 mg 
Total carbohydrate ...... 300 g 375 g 
Dietary fiber ................. 25 g 30 g 

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

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

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

(10) Caloric conversion information 
on a per gram basis for fat, carbo-
hydrate, and protein may be presented 
beneath the information required in 
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paragraph (d)(9) of this section, sepa-
rated from that information by a hair-
line. This information may be pre-
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)(10) of this section may be pre-
sented beneath either side or along the 
full length of the nutrition label. 

(ii) If the space beneath the manda-
tory declaration of iron is not adequate 
to accommodate any remaining vita-
mins and minerals to be declared or the 
information required in paragraph 
(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)(10) of this section may be presented 
beneath either side or along the full 
length of the nutrition label. 

(iii) If there is not sufficient contin-
uous vertical space (i.e., approximately 
3 in) to accommodate the required 
components of the nutrition label up to 
and including the mandatory declara-
tion of iron, the nutrition label may be 
presented in a tabular display as shown 
below. 
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(12) The following sample label illus-
trates the provisions of paragraph (d) 
of this section. 

(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 interchangeably for the same 
type of food (e.g., round ice cream con-
tainers) may use an aggregate display. 

(ii) Aggregate displays shall comply 
with the format requirements of para-
graph (d) of this section to the max-
imum extent possible, except that the 
identity of each food shall be specified 
immediately under the ‘‘Nutrition 
Facts’’ title, and both the quantitative 
amount by weight (i.e., g/mg amounts) 
and the percent Daily Value for each 
nutrient shall be listed in separate col-
umns under the name of each food. The 
following sample label illustrates an 
aggregate display. 
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(14) In accordance with § 101.15(c)(2), 
when nutrition labeling must appear in 
a second language, the nutrition infor-
mation may be presented in a separate 
nutrition label for each language or in 
one nutrition label with the informa-
tion in the second language following 
that in 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 
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 
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amount in § 101.12(b) shall be to the left 
of the numeric columns. 

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

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

(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 
serving size based on the reference 
amount in § 101.12(b) or as a footnote. 

(A) If such additional quantitative 
information is given immediately adja-
cent to the required quantitative infor-
mation, it shall be declared for all nu-
trients listed 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. 

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

(ii) Total fat and its 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. 

(4) Information required in para-
graphs (d)(7)(ii) and (d)(8) of this sec-
tion shall be presented under the sub-
heading ‘‘% DAILY VALUE’’ and in 
columns directly under the column 
headings set forth in paragraph (e)(1) of 
this section. 

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

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

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

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

(4) If any nutrients are declared as 
provided in paragraphs (f)(2)(iii), 
(f)(2)(iv), 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 lll’’ (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-
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 term ‘‘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 II. 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 
Food, Drug, and Cosmetic Act (the act) 
unless it meets the following require-
ments: 

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

(ii) Class II vitamin, mineral, protein, 
total carbohydrate, 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, trans fat, cholesterol, or sodium 
shall be deemed to be misbranded 
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under section 403(a) of the act if the 
nutrient content of the composite is 
greater than 20 percent in excess of the 
value for that nutrient declared on the 
label. Provided, That no regulatory ac-
tion will be based on a determination 
of a nutrient value that falls above 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. 

(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, trans fat, cholesterol, or 
sodium under labeled amounts are ac-
ceptable within current good manufac-
turing 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 in paragraphs (g)(1) through 
(g)(6) of this section may be provided 
by use of an FDA approved data base 
that has been computed following FDA 
guideline procedures and where food 
samples have been handled in accord-
ance with current good manufacturing 
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 Nutritional Products, Label-
ing and Dietary Supplements (HFS– 
800), Center for Food Safety and Ap-
plied Nutrition, Food and Drug Admin-
istration, 5100 Paint Branch Pkwy., 
College Park, MD 20740. 

(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–800), Food and Drug Ad-
ministration, 5100 Paint Branch Pkwy., 
College Park, MD 20740. 

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

(1) If a product consists of two or 
more separately packaged ingredients 
enclosed in an outer container or of as-
sortments of the same type of food 
(e.g., assorted nuts or candy mixtures) 
in the same retail package, nutrition 
labeling shall be located on the outer 
container or retail package (as the case 
may be) to provide information for the 
consumer at the point of purchase. 
However, when two or more food prod-
ucts are simply combined together in 
such a manner that no outer container 
is used, or no outer label is available, 
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 
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the quantitative amount by weight and 
the percent Daily Value for each food. 

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

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

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

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

(iv) Nutrition information may be 
provided per serving for individual 
foods in the package, or, alternatively, 
as a composite per serving for reason-
able categories of foods in the package 
having similar dietary uses and similar 
significant nutritional characteristics. 
Reasonable categories of foods may be 
used only if accepted by FDA. In deter-
mining whether a proposed category is 
reasonable, FDA will consider whether 
the values of the characterizing nutri-
ents in the foods proposed to be in the 
category meet the compliance criteria 
set forth in paragraphs (g)(3) through 
(g)(6) of this section. Proposals for such 
categories may be submitted in writing 
to the Office of Nutritional Products, 
Labeling and Dietary Supplements 
(HFS–800), Center for Food Safety and 
Applied Nutrition, Food and Drug Ad-
ministration, 5100 Paint Branch Pkwy., 
College Park, MD 20740. 

(v) If a food subject to paragraph 
(j)(13) of this section because of its 
small size is contained in a gift pack-
age, the food need not be included in 
the determination of nutrition infor-

mation under paragraph (h) of this sec-
tion if it is not specifically listed in a 
promotional catalogue as being present 
in the gift package, and: 

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

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

(4) If a food is commonly combined 
with other ingredients or is cooked or 
otherwise prepared before eating, and 
directions for such combination or 
preparations are provided, another col-
umn of figures may be used to declare 
nutrition information on the basis of 
the food as consumed in the format re-
quired in paragraph (e) of this section 
(e.g., a dry ready-to-eat cereal may be 
described with one set of Percent Daily 
Values for the cereal as sold (e.g., per 
ounce), and another set for the cereal 
and milk as suggested in the label (e.g., 
per ounce of cereal and 1⁄2 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. 

(i) Except as provided in paragraphs 
(j)(13) and (j)(17) of this section, the lo-
cation of nutrition information on a 
label shall be in compliance with 
§ 101.2. 

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

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

(ii) For purposes of this paragraph, 
calculation of the amount of sales shall 

VerDate Mar<15>2010 16:52 May 15, 2014 Jkt 232071 PO 00000 Frm 00050 Fmt 8010 Sfmt 8010 Q:\21\21V2.TXT ofr150 PsN: PC150



41 

Food and Drug Administration, HHS § 101.9 

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

(2) Food products which are: 
(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 advertising. Claims or other nu-
trition information 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)(i) 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 
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 that contain insignificant 
amounts of all of the nutrients and 
food components required to be in-
cluded in the declaration of nutrition 
information under paragraph (c) of this 
section, Provided, That the food bears 
no nutrition claims or other nutrition 
information in any context on the label 
or in labeling or advertising. Claims or 
other nutrition information subject the 
food to the provisions of this section. 
An insignificant amount of a nutrient 
or food component shall be that 
amount that allows a declaration of 
zero in nutrition labeling, except that 
for total carbohydrate, dietary fiber, 
and protein, it shall be an amount that 
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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)(1)(ii) of this 
section), calories from saturated fat 
((c)(1)(iii)), saturated fat ((c)(2)(i)), 
polyunsaturated fat ((c)(2)(ii)), 
monounsaturated fat ((c)(2)(iii)), and 
cholesterol ((c)(3)). 

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

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

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

(C) The heading ‘‘Percent Daily 
Value’’ required in paragraph (d)(6) of 
this section shall be placed imme-
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 labeling shall not include 
the footnote specified in paragraph 
(d)(9) of this section. 

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

(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 
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, 
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and mollusks, including shellfish, am-
phibians, and other forms of aquatic 
animal life. 

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

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

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

(12) Game meats (i.e., animal prod-
ucts not covered under the Federal 
Meat Inspection Act or the Poultry 
Products Inspection Act, such as flesh 
products from deer, bison, rabbit, 
quail, wild turkey, or ostrich) may pro-
vide required nutrition information on 
labeling in accordance with the provi-
sions of paragraph (a)(2) of this section. 

(13)(i) Foods in small packages that 
have a total surface area available to 
bear labeling of less than 12 square 
inches, Provided, That the labels for 
these foods bear no nutrition claims or 
other nutrition information in any 
context on the label or in labeling or 
advertising. Claims or other nutrition 
information subject the food to the 
provisions of this section. 

(A) The manufacturer, packer, or dis-
tributor shall provide on the label of 

packages that qualify for and use this 
exemption an address or telephone 
number that a consumer can use to ob-
tain the required nutrition information 
(e.g., ‘‘For nutrition information, call 
1–800–123–4567’’). 

(B) When such products bear nutri-
tion labeling, either voluntarily or be-
cause nutrition claims or other nutri-
tion information is provided, all re-
quired information shall be in type size 
no smaller than 6 point or all upper-
case type of 1⁄16 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 § 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. 

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

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

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

Serving size—Serv size 
Servings per container—Servings 
Calories from fat—Fat cal 
Calories from saturated fat—Sat fat cal 
Saturated fat—Sat fat 
Monounsaturated fat—Monounsat fat 
Polyunsaturated fat—Polyunsat fat 
Cholesterol—Cholest 
Total carbohydrate—Total carb 
Dietary fiber—Fiber 
Soluble fiber—Sol fiber 
Insoluble fiber—Insol fiber 
Sugar alcohol—Sugar alc 
Other carbohydrate—Other carb 

(C) Omitting the footnote required in 
paragraph (d)(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 designed to conform 
to the shape of the eggs are exempt 
from outer carton label requirements 
where the required nutrition informa-
tion is clearly presented immediately 
beneath the carton lid or in an insert 
that can be clearly seen when the car-
ton is opened. 

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

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

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

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

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

(17) Foods in packages that have a 
total surface area available to bear la-
beling greater than 40 square inches 
but whose principal display panel and 
information panel do not provide suffi-
cient space to accommodate all re-
quired information may use any alter-
nate panel that can be readily seen by 
consumers for the nutrition label. The 
space needed for vignettes, designs, and 
other nonmandatory label information 
on the principal display panel may be 
considered in determining the suffi-
ciency of available space on the prin-
cipal display panel for the placement of 
the nutrition label. Nonmandatory 
label information on the information 
panel shall not be considered in deter-
mining the sufficiency of available 
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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 
(j)(18)(iv) of this section, are the sub-
ject of a claim for an exemption that 
provides the information required 
under paragraph (j)(18)(iv) of this sec-
tion, that is filed before the beginning 
of the time period for which the exemp-
tion is claimed, and that is filed by a 
person, whether it is the manufacturer, 
packer, or distributor, that qualifies to 
claim the exemption under the require-
ments for average full-time equivalent 
employees in paragraphs (j)(18)(i) or 
(j)(18)(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 
into interstate commerce before May 8, 
1994, the product shall be exempt for 
the 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 United 
States; and 

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

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

(iii) If a person claims an exemption 
under paragraphs (j)(18)(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 Nutritional Products, Label-
ing and Dietary Supplements (HFS– 
800), Center for Food Safety and Ap-
plied Nutrition, Food and Drug Admin-
istration, 5100 Paint Branch Pkwy., 
College Park, MD 20740 and contain the 
following information, except that if 
the person is not an importer and has 
fewer than 10 full-time equivalent em-
ployees, that person does not have to 
file a notice for any food product with 
annual sales of fewer than 10,000 total 
units: 

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

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

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

(D) The number of full-time 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 
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hours of work in a year, 2,080 hours 
(i.e., 40 hours × 52 weeks); 

(E) Approximate total number of 
units of the food product sold by the 
person in the United States in the 12- 
month period preceding that for which 
a small business exemption is claimed. 
Provide the approximate total number 
of units sold, or expected to be sold, in 
a 12-month period for each product for 
which an exemption is claimed. For 
products that have been in production 
for 1 year or more prior to the period 
for which exemption is claimed, the 12- 
month period is the period imme-
diately preceding the period for which 
an exemption is claimed. For other 
products, the 12-month 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 
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)(18)(ii) of 
this section for any food product first 
introduced into interstate commerce 
after May 8, 2002, if the agency deter-
mines that the cost of compliance with 
such lower requirement will not place 
an undue burden on persons subject to 
it. 

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

(A) Unit means the packaging or, if 
there is no packaging, the form in 
which a food product is offered for sale 
to consumers. 

(B) Food product means food in any 
sized package which is manufactured 
by a single manufacturer or which 
bears the same brand name, which 
bears the same statement of identity, 
and which has similar preparation 
methods. 

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

(D) Full-time equivalent employee 
means all individuals employed by the 
person claiming the exemption. This 
number shall be determined by divid-
ing the total number of hours of salary 
or wages paid directly to employees of 
the person and of all of its affiliates by 
the number of hours of work in a year, 
2,080 hours (i.e., 40 hours × 52 weeks). 

(k) A food labeled under the provi-
sions of this section shall be deemed to 
be misbranded under sections 201(n) 
and 403(a) of the act if its label or la-
beling represents, suggests, or implies: 

(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] 

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting § 101.9, see the List of CFR 
Sections Affected, which appears in the 
Finding Aids section of the printed volume 
and at www.fdsys.gov. 

VerDate Mar<15>2010 16:52 May 15, 2014 Jkt 232071 PO 00000 Frm 00056 Fmt 8010 Sfmt 8010 Q:\21\21V2.TXT ofr150 PsN: PC150



47 

Food and Drug Administration, HHS § 101.12 

§ 101.10 Nutrition labeling of res-
taurant foods. 

Nutrition labeling in accordance with 
§ 101.9 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, 1996] 

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

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

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

(2) FDA calculated the reference 
amounts for an infant or child under 4 
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 
and must be based on consumption 
data under actual conditions of use. 

(4) To determine the amount of food 
customarily consumed per eating occa-
sion, FDA considered the mean, me-
dian, and mode of the consumed 
amount per eating occasion. 

(5) When survey data were insuffi-
cient, FDA took various other sources 
of information on serving sizes of food 
into consideration. These other sources 
of information included: 

(i) Serving sizes used in dietary guid-
ance recommendations or rec-
ommended by other authoritative sys-
tems or organizations; 

(ii) Serving sizes recommended in 
comments; 

(iii) Serving sizes used by manufac-
turers and grocers; and 

(iv) Serving sizes used by other coun-
tries. 

(6) Because they reflect the amount 
customarily consumed, the reference 
amount and, in turn, the serving size 
declared on the product label are based 
on only the edible portion of food, and 
not bone, seed, shell, or other inedible 
components. 

(7) The reference amount is based on 
the major intended use of the food 
(e.g., milk as a beverage and not as an 
addition to cereal). 

(8) The reference amounts for prod-
ucts that are consumed as an ingre-
dient of other foods, but that may also 
be consumed in the form in which they 
are purchased (e.g., butter), are based 
on use in the form purchased. 

(9) FDA sought to ensure that foods 
that have similar dietary usage, prod-
uct characteristics, and customarily 
consumed amounts have a uniform ref-
erence amount. 

(b) The following reference amounts 
shall be used as the basis for deter-
mining serving sizes for specific prod-
ucts: 
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TABLE 1—REFERENCE AMOUNTS CUSTOMARILY CONSUMED PER EATING OCCASION: INFANT AND 
TODDLER FOODS 1 2 3 4 

Product category Reference amount Label statement 5 

Cereals, dry instant .................................................................... 15 g ........................ l cup (l g) 
Cereals, prepared, ready-to-serve ............................................. 110 g ...................... l cup(s) (l g) 
Other cereal and grain products, dry ready-to-eat, e.g., ready- 

to-eat cereals, cookies, teething biscuits, and toasts.
7 g for infants and 

20 g for toddlers 
for ready-to-eat 
cereals; 7 g for all 
others.

l cup(s) (l g) for ready-to-eat cereals; 
l piece(s) (l g) for others 

Dinners, desserts, fruits, vegetables or soups, dry mix ............. 15 g ........................ l tbsp(s) (l g); l cup(s) (l g) 
Dinners, desserts, fruits, vegetables or soups, ready-to-serve, 

junior type.
110 g ...................... l cup(s) (l g); l cup(s) (l mL) 

Dinners, desserts, fruits, vegetables or soups, ready-to-serve, 
strained type.

60 g ........................ l cup(s) (l g); l cup(s) (l mL) 

Dinners, stews or soups for toddlers, ready-to-serve ................ 170 g ...................... l cup(s) (l g); l cup(s) (l mL) 
Fruits for toddlers, ready-to-serve .............................................. 125 g ...................... l cup(s) (l g) 
Vegetables for toddlers, ready-to- serve .................................... 70 g ........................ l cup(s) (l g) 
Eggs/egg yolks, ready-to-serve .................................................. 55 g ........................ l cup(s) (l g) 
Juices, all varieties ..................................................................... 120 mL ................... 4 fl oz (120 mL) 

1 These values represent the amount of food customarily consumed per eating occasion and were primarily derived from the 
1977–1978 and the 1987–1988 Nationwide Food Consumption Surveys conducted by the U.S. Department of Agriculture. 

2 Unless otherwise noted in the Reference amount column, the reference amounts are for the ready-to-serve or almost ready- 
to-serve form of the product (i.e., heat and serve, brown and serve). If not listed separately, the reference amount for the unpre-
pared form (e.g., dry cereal) is the amount required to make the reference amount of the prepared form. Prepared means pre-
pared for consumption (e.g., cooked). 

3 Manufacturers are required to convert the reference amount to the label serving size in a household measure most appro-
priate to their specific product using the procedures in 21 CFR 101.9(b). 

4Copies of the list of products for each product category are available from the Office of Nutritional Products, Labeling and Di-
etary Supplements (HFS–800), Center for Food Safety and Applied Nutrition, Food and Drug Administration, 5100 Paint Branch 
Pkwy., College Park, MD 20740. 

5 The label statements are meant to provide guidance to manufacturers on the presentation of serving size information on the 
label, but they are not required. The term ‘‘piece’’ is used as a generic description of a discrete unit. Manufacturers should use 
the description of a unit that is most appropriate for the specific product (e.g., sandwich for sandwiches, cookie for cookies, and 
bar for frozen novelties). 

TABLE 2—REFERENCE AMOUNTS CUSTOMARILY CONSUMED PER EATING OCCASION: GENERAL FOOD 
SUPPLY 1 2 3 4 

Product category Reference amount Label statement5 

Bakery products: 
Biscuits, croissants, bagels, tortillas, soft bread sticks, 

soft pretzels, corn bread, hush puppies.
55 g ........................ l piece(s) (l g) 

Breads (excluding sweet quick type), rolls .................. 50 g ........................ l piece(s) (l g) for sliced bread and 
distinct pieces (e.g., rolls); 2 oz (56 g/ 
l inch slice) for unsliced bread 

Bread sticks—see crackers ......................................... .................................
Toaster pastries—see coffee cakes ............................ .................................
Brownies ...................................................................... 40 g ........................ l piece(s) (l g) for distinct pieces; 

fractional slice (l g) for bulk 
Cakes, heavy weight (cheese cake; pineapple up-

side-down cake; fruit, nut, and vegetable cakes 
with more than or equal to 35 percent of the fin-
ished weight as fruit, nuts, or vegetables or any of 
these combined) 6.

125 g ...................... l piece(s) (l g) for distinct pieces 
(e.g., sliced or individually packaged 
products); l fractional slice (l g) for 
large discrete units 

Cakes, medium weight (chemically leavened cake 
with or without icing or filling except those classi-
fied as light weight cake; fruit, nut, and vegetable 
cake with less than 35 percent of the finished 
weight as fruit, nuts, or vegetables or any of these 
combined; light weight cake with icing; Boston 
cream pie; cupcake; eclair; cream puff) 7.

80 g ........................ l piece(s) (l g) for distinct pieces 
(e.g., cupcake); l fractional slice (l 

g) for large discrete units 

Cakes, light weight (angel food, chiffon, or sponge 
cake without icing or filling) 8.

55 g ........................ l piece(s) (l g) for distinct pieces 
(e.g., sliced or individually packaged 
products); l fractional slice (l g) for 
large discrete units 

Coffee cakes, crumb cakes, doughnuts, Danish, 
sweet rolls, sweet quick type breads, muffins, 
toaster pastries.

55 g ........................ l piece(s) (l g) for sliced bread and 
distinct pieces (e.g., doughnut); 2 oz 
(56 g/visual unit of measure) for bulk 
products (e.g., unsliced bread) 

Cookies ........................................................................ 30 g ........................ l piece(s) (l g) 
Crackers that are usually not used as snack, melba 

toast, hard bread sticks, ice cream cones 9.
15 g ........................ l piece(s) (l g) 

Crackers that are usually used as snacks .................. 30 g ........................ l piece(s) (l g) 
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TABLE 2—REFERENCE AMOUNTS CUSTOMARILY CONSUMED PER EATING OCCASION: GENERAL FOOD 
SUPPLY 1 2 3 4—Continued 

Product category Reference amount Label statement5 

Croutons ....................................................................... 7 g .......................... l tbsp(s) (l g); l cup(s) (l g); l 

piece(s) (l g) for large pieces 
French toast, pancakes, variety mixes ........................ 110 g prepared for 

french toast and 
pancakes; 40 g 
dry mix for variety 
mixes.

l piece(s) (l g); l cup(s) (l g) for 
dry mix 

Grain-based bars with or without filling or coating, 
e.g., breakfast bars, granola bars, rice cereal bars.

40 g ........................ l piece(s) (l g) 

Ice cream cones—see crackers .................................. .................................
Pies, cobblers, fruit crisps, turnovers, other pastries .. 125 g ...................... l piece(s) (lg) for distinct pieces; l 

fractional slice (l g) for large discrete 
units 

Pie crust ....................................................................... 1/6 of 8 inch crust; 
1⁄8 of 9 inch crust.

1/6 of 8 inch crust (l g); 1⁄8 of 9 inch 
crust (l g) 

Pizza crust ................................................................... 55 g ........................ l fractional slice (l g) 
Taco shells, hard ......................................................... 30 g ........................ l shell(s) (l g) 
Waffles ......................................................................... 85 g ........................ l piece(s) (l g) 

Beverages: 
Carbonated and noncarbonated beverages, wine 

coolers, water.
240 mL ................... 8 fl oz (240 mL) 

Coffee or tea, flavored and sweetened ....................... 240 mL prepared .... 8 fl oz (240 mL) 
Cereal and Other Grain Products: 

Breakfast cereals (hot cereal type), hominy grits ........ 1 cup prepared; 40 
g plain dry cereal; 
55 g flavored, 
sweetened dry 
cereal.

l cup(s) (l g) 

Breakfast cereals, ready-to-eat, weighing less than 20 
g per cup, e.g., plain puffed cereal grains.

15 g ........................ l cup(s) (l g) 

Breakfast cereals, ready-to-eat weighing 20 g or 
more but less than 43 g per cup; high fiber cereals 
containing 28 g or more of fiber per 100 g.

30 g ........................ l cup(s) (l g) 

Breakfast cereals, ready-to-eat, weighing 43 g or 
more per cup; biscuit types.

55 g ........................ l piece(s) (l g) for large distinct 
pieces (e.g., biscuit type);l cup(s) (l 

g) for all others 
Bran or wheat germ ..................................................... 15 g ........................ l tbsp(s) (l g); l cup(s) (l g) 
Flours or cornmeal ....................................................... 30 g ........................ l tbsp(s) (l g); l cup(s) (l g) 
Grains, e.g., rice, barley, plain ..................................... 140 g prepared; 45 

g dry.
l cup(s) (l g) 

Pastas, plain ................................................................ 140 g prepared; 55 
g dry.

l cup(s) (l g); l piece(s) (l g) for 
large pieces (e.g., large shells or 
lasagna noodles) or 2 oz (56 g/visual 
unit of measure) for dry bulk products 
(e.g., spaghetti) 

Pastas, dry, ready-to-eat, e.g., fried canned chow 
mein noodles.

25 g ........................ l cup(s) (l g) 

Starches, e.g., cornstarch, potato starch, tapioca, etc. 10 g ........................ l tbsp (l g) 
Stuffing ......................................................................... 100 g ...................... l cup(s) (l g) 

Dairy Products and Substitutes: 
Cheese, cottage ........................................................... 110 g ...................... l cup (l g) 
Cheese used primarily as ingredients, e.g., dry cot-

tage cheese, ricotta cheese.
55 g ........................ l cup (l g) 

Cheese, grated hard, e.g., Parmesan, Romano ......... 5 g .......................... l tbsp (l g) 
Cheese, all others except those listed as separate 

categories—includes cream cheese and cheese 
spread.

30 g ........................ l piece(s) (l g) for distinct pieces;l 

tbsp(s) (l g) for cream cheese and 
cheese spread; 1 oz (28 g/visual unit 
of measure) for bulk 

Cheese sauce—see sauce category.
Cream or cream substitutes, fluid ................................ 15 mL ..................... 1 tbsp (15 mL) 
Cream or cream substitutes, powder .......................... 2 g .......................... l tsp (l g) 
Cream, half & half ........................................................ 30 mL ..................... 2 tbsp (30 mL) 
Eggnog ......................................................................... 120 mL ................... 1/2 cup (120 mL); 4 fl oz (120 mL) 
Milk, condensed, undiluted .......................................... 30 mL ..................... 2 tbsp (30 mL) 
Milk, evaporated, undiluted .......................................... 30 mL ..................... 2 tbsp (30 mL) 
Milk, milk-based drinks, e.g., instant breakfast, meal 

replacement, cocoa.
240 mL ................... 1 cup (240 mL); 8 fl oz (240 mL) 

Shakes or shake substitutes, e.g., dairy shake mixes, 
fruit frost mixes.

240 mL ................... 1 cup (240 mL); 8 fl oz (240 mL) 

Sour cream .................................................................. 30 g ........................ l tbsp (l g) 
Yogurt ........................................................................... 225 g ...................... l cup (l g) 
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TABLE 2—REFERENCE AMOUNTS CUSTOMARILY CONSUMED PER EATING OCCASION: GENERAL FOOD 
SUPPLY 1 2 3 4—Continued 

Product category Reference amount Label statement5 

Desserts: 
Ice cream, ice milk, frozen yogurt, sherbet: all types, 

bulk and novelties (e.g., bars, sandwiches, cones).
1/2 cup-includes the 

volume for coat-
ings and wafers 
for the novelty 
type varieties.

l piece(s) (l g) for individually 
wrapped or packaged products; 1⁄2 
cup (l g) for others 

Frozen flavored and sweetened ice and pops, frozen 
fruit juices: all types, bulk and novelties (e.g., bars, 
cups).

85 g ........................ l piece(s) (l g) for individually 
wrapped or packaged products; l 

cup(s) (l g) for others 
Sundae ......................................................................... 1 cup ....................... 1 cup (l g) 
Custards, gelatin or pudding ........................................ 1/2 cup .................... l piece(s) (l g) for distinct unit (e.g., 

individually packaged products); 1⁄2 
cup (l g) for bulk 

Dessert Toppings and Fillings: 
Cake frostings or icings ............................................... 35 g ........................ l tbsp(s) (l g) 
Other dessert toppings, e.g., fruits, syrups, spreads, 

marshmallow cream, nuts, dairy and nondairy 
whipped toppings.

2 tbsp ...................... 2 tbsp (l g); 2 tbsp (30 mL) 

Pie fillings ..................................................................... 85 g ........................ l cup(s) (l g) 
Egg and Egg Sustitutes: 

Egg mixtures, e.g., egg foo young, scrambled eggs, 
omelets.

110 g ...................... l piece(s) (l g) for discrete pieces; l 

cup(s) (l g) 
Eggs (all sizes) 9 .......................................................... 50 g ........................ 1 large, medium, etc. (l g) 
Egg substitutes ............................................................ An amount to make 

1 large (50 g) egg.
l cup(s) (l g); l cup(s) (l mL) 

Fats and Oils: 
Butter, margarine, oil, shortening ................................ 1 tbsp ...................... 1 tbsp (l g); 1 tbsp (15 mL) 
Butter replacement, powder ......................................... 2 g .......................... l tsp(s) (l g) 
Dressings for salads .................................................... 30 g ........................ l tbsp (l g); l tbsp (l mL) 
Mayonnaise, sandwich spreads, mayonnaise-type 

dressings.
15 g ........................ l tbsp (l g) 

Spray types .................................................................. 0.25 g ..................... About l seconds spray (l g) 
Fish, Shellfish, Game Meats 10, and Meat or Poultry Sub-

stitutes: 
Bacon substitutes, canned anchovies, 11 anchovy 

pastes, caviar.
15 g ........................ l piece(s) (l g) for discrete pieces; l 

tbsp(s) (l g) for others 
Dried, e.g., jerky ........................................................... 30 g ........................ l piece(s) (l g) 
Entrees with sauce, e.g., fish with cream sauce, 

shrimp with lobster sauce.
140 g cooked .......... l cup(s) (l g); 5 oz (140 g/visual unit 

of measure) if not measurable by cup 
Entrees without sauce, e.g., plain or fried fish and 

shellfish, fish and shellfish cake.
85 g cooked; 110 g 

uncooked 12.
l piece(s) (l g) for discrete pieces; l 

cup(s) (l g); l oz (l g/visual unit of 
measure) if not measurable by cup 13 

Fish, shellfish or game meat 10, canned 11 .................. 55 g ........................ l piece(s) (l g) for discrete pieces; l 

cup(s) (l g); 2 oz (56 g/l cup) for 
products that are difficult to measure 
the g weight of cup measure (e.g., 
tuna); 2 oz (56 g/l pieces) for prod-
ucts that naturally vary in size (e.g., 
sardines) 

Substitute for luncheon meat, meat spreads, Cana-
dian bacon, sausages and frankfurters.

55 g ........................ l piece(s) (l g) for distinct pieces 
(e.g., slices, links); l cup(s) (l g); 2 
oz (56 g/visual unit of measure) for 
nondiscrete bulk product 

Smoked or pickled 11 fish, shellfish, or game meat 10; 
fish or shellfish spread.

55 g ........................ l piece(s) (l g) for distinct pieces 
(e.g., slices, links) or l cup(s) (l g); 
2 oz (56 g/visual unit of measure) for 
nondiscrete bulk product 

Substitutes for bacon bits—see miscellaneous cat-
egory.

Fruits and Fruit Juices: 
Candied or pickled 11 ................................................... 30 g ........................ l piece(s) (l g) 
Dehydrated fruits—see snacks category ..................... .................................
Dried ............................................................................. 40 g ........................ l piece(s) (l g) for large pieces (e.g., 

dates, figs, prunes); l cup(s) (l g) 
for small pieces (e.g., raisins) 

Fruits for garnish or flavor, e.g., maraschino cher-
ries 11.

4 g .......................... 1 cherry (l g) 

Fruit relishes, e.g., cranberry sauce, cranberry relish 70 g ........................ l cup(s) (l g) 
Fruits used primarily as ingredients, avocado ............. 30 g ........................ See footnote 13 
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TABLE 2—REFERENCE AMOUNTS CUSTOMARILY CONSUMED PER EATING OCCASION: GENERAL FOOD 
SUPPLY 1 2 3 4—Continued 

Product category Reference amount Label statement5 

Fruits used primarily as ingredients, others (cran-
berries, lemon, lime).

55 g ........................ l piece(s) (l g) for large fruits; l 

cup(s) (l g) for small fruits measur-
able by cup 13 

Watermelon .................................................................. 280 g ...................... See footnote 13 
All other fruits (except those listed as separate cat-

egories), fresh, canned, or frozen.
140 g ...................... l piece(s) (l g) for large pieces (e.g., 

strawberries, prunes, apricots, etc.); l 

cup(s) (l g) for small pieces (e.g., 
blueberries, raspberries, etc.) 13 

Juices, nectars, fruit drinks .......................................... 240 mL ................... 8 fl oz (240 mL) 
Juices used as ingredients, e.g., lemon juice, lime 

juice.
5 mL ....................... 1 tsp (5 mL) 

Legumes: 
Bean cake (tofu) 11, tempeh ......................................... 85 g ........................ l piece(s) (l g) for discrete pieces; 3 

oz (84 g/visual unit of measure) for 
bulk products 

Beans, plain or in sauce .............................................. 130 g for beans in 
sauce or canned 
in liquid and 
refried beans pre-
pared; 90 g for 
others prepared; 
35 g dry.

l cup (l g) 

Miscellaneous Category: 
Baking powder, baking soda, pectin ............................ 0.6 g ....................... l tsp (l g) 
Baking decorations, e.g., colored sugars and sprin-

kles for cookies, cake decorations.
1 tsp or 4 g if not 

measurable by 
teaspoon.

l piece(s) (l g) for discrete pieces; 1 
tsp (l g) 

Batter mixes, bread crumbs ......................................... 30 g ........................ l tbsp(s) (l g);l cup(s) (l g) 
Cooking wine ............................................................... 30 mL ..................... 2 tbsp (30 mL) 
Dietary supplements .................................................... The maximum 

amount rec-
ommended, as 
appropriate, on 
the label for con-
sumption per eat-
ing occasion, or, 
in the absence of 
recommendations, 
1 unit, e.g., tablet, 
capsule, packet, 
teaspoonsful, etc..

l tablet(s), l capsule(s), l packet(s), 
l tsp(s) (l g), etc. 

Drink mixers (without alcohol) ...................................... Amount to make 
240 mL drink 
(without ice).

l fl oz (l mL) 

Chewing gum 9 ............................................................. 3 g .......................... l piece(s) (l g) 
Meat, poultry and fish coating mixes, dry; seasoning 

mixes, dry, e.g., chili seasoning mixes, pasta salad 
seasoning mixes.

Amount to make 
one reference 
amount of final 
dish.

l tsp(s) (l g); l tbsp(s) (l g) 

Salad and potato toppers, e.g., salad crunchies, 
salad crispins, substitutes for bacon bits.

7 g .......................... l tbsp(s) (l g) 

Salt, salt substitutes, seasoning salts (e.g., garlic salt) ...... 1/4 tsp ..................... 1/4 tsp (lg); lpiece(s) (lg) for dis-
crete pieces (e.g., individually pack-
aged products) 

Spices, herbs (other than dietary supplements) .......... 1/4 tsp or 0.5 g if 
not measurable 
by teaspoon.

1/4 tsp (l g); l piece(s) (l g) if not 
measurable by teaspoons (e.g., bay 
leaf) 

Mixed Dishes: 
Measurable with cup, e.g., casseroles, hash, maca-

roni and cheese, pot pies, spaghetti with sauce, 
stews, etc..

1 cup ....................... 1 cup (l g) 

Not measurable with cup, e.g., burritos, egg rolls, en-
chiladas, pizza, pizza rolls, quiche, all types of 
sandwiches.

140 g, add 55 g for 
products with 
gravy or sauce 
topping, e.g., en-
chilada with 
cheese sauce, 
crepe with white 
sauce 14.

l piece(s) (l g) for discrete pieces; l 

fractional slice (l g) for large discrete 
units 
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TABLE 2—REFERENCE AMOUNTS CUSTOMARILY CONSUMED PER EATING OCCASION: GENERAL FOOD 
SUPPLY 1 2 3 4—Continued 

Product category Reference amount Label statement5 

Nuts and Seeds: 
Nuts, seeds, and mixtures, all types: sliced, chopped, 

slivered, and whole.
30 g ........................ l piece(s) (l g) for large pieces (e.g., 

unshelled nuts);l tbsp(s) (l g) ;l 

cup(s) (l g) for small pieces (e.g., 
peanuts, sunflower seeds) 

Nut and seed butters, pastes, or creams .................... 2 tbsp ...................... 2 tbsp (l g) 
Coconut, nut and seed flours ...................................... 15 g ........................ l tbsp(s) (l g); l cup (l g) 

Potatoes and Sweet Potatoes/Yams: 
French fries, hash browns, skins, or pancakes ........... 70 g prepared; 85 g 

for frozen unpre-
pared french fries.

l piece(s) (l g) for large distinct 
pieces (e.g., patties, skins); 2.5 oz (70 
g/l pieces) for prepared fries; 3 oz 
(84 g/l pieces) for unprepared fries 

Mashed, candied, stuffed, or with sauce ..................... 140 g ...................... l piece(s) (l g) for discrete pieces 
(e.g., stuffed potato); l cup(s) (l g) 

Plain, fresh, canned, or frozen .................................... 110 g for fresh or 
frozen; 125 g for 
vacuum packed; 
160 g for canned 
in liquid.

l piece(s) (l g) for discrete pieces;l 

cup(s) (l g) for sliced or chopped 
products 

Salads: 
Gelatin salad ................................................................ 120 g ...................... l cup (l g) 
Pasta or potato salad ................................................... 140 g ...................... l cup(s) (l g) 
All other salads, e.g., egg, fish, shellfish, bean, fruit, 

or vegetable salads.
100 g ...................... l cup(s) (l g) 

Sauces, Dips, Gravies and Condiments: 
Barbecue sauce, hollandaise sauce, tartar sauce, 

other sauces for dipping (e.g., mustard sauce, 
sweet and sour sauce), all dips (e.g., bean dips, 
dairy-based dips, salsa).

2 tbsp ...................... 2 tbsp (l g); 2 tbsp (30 mL) 

Major main entree sauces, e.g., spaghetti sauce ....... 125 g ...................... l cup (l g); l cup (l mL) 
Minor main entree sauces (e.g., pizza sauce, pesto 

sauce), other sauces used as toppings (e.g., gravy, 
white sauce, cheese sauce), cocktail sauce.

1/4 cup .................... 1/4 cup (l g); 1⁄4 cup (60 mL) 

Major condiments, e.g., catsup, steak sauce, soy 
sauce, vinegar, teriyaki sauce, marinades.

1 tbsp ...................... 1 tbsp (l g); 1 tbsp (15 mL) 

Minor condiments, e.g., horseradish, hot sauces, 
mustards, worcestershire sauce.

1 tsp ........................ 1 tsp (l g); 1 tsp (5 mL) 

Snacks: 
All varieties, chips, pretzels, popcorns, extruded 

snacks, fruit- based snacks (e.g., fruit chips,) grain- 
based snack mixes.

30 g ........................ l cup(s) (l g) for small pieces (e.g., 
popcorn) l piece(s) (l g) for large 
pieces (e.g., large pretzels; pressed 
dried fruit sheet); 1 oz (28 g/visual unit 
of measure) for bulk products (e.g., 
potato chips) 

Soups: 
All varieties ................................................................... 245 g ...................... l cup (l g); l cup (l mL) 

Sugars and Sweets: 
Baking candies (e.g., chips) ........................................ 15 g ........................ l piece(s) (l g) for large pieces; l 

tbsp(s) (l g) for small pieces; 1⁄2 oz 
(14 g/visual unit of measure) for bulk 
products 

Hard candies, breath mints .......................................... 2 g .......................... l piece(s) (l g) 
Hard candies, roll-type, mini-size in dispenser pack-

ages.
5 g .......................... l piece(s) (l g) 

Hard candies, others .................................................... 15 g ........................ l piece(s) (l g) for large pieces;l 

tbsp(s) (l g) for ‘‘mini-size’’ candies 
measurable by tablespoon; 1⁄2 oz (14 
g/visual unit of measure) for bulk prod-
ucts 

All other candies .......................................................... 40 g ........................ l piece(s) (l g); 11⁄2 oz (42 g/visual 
unit of measure) for bulk products 

Confectioner’s sugar .................................................... 30 g ........................ l cup (l g) 
Honey, jams, jellies, fruit butter, molasses .................. 1 tbsp ...................... 1 tbsp (l g); 1 tbsp (15 mL) 
Marshmallows .............................................................. 30 g ........................ l cup(s) (l g) for small pieces; l 

piece(s) (l g) for large pieces 
Sugar ............................................................................ 4 g .......................... l tsp (l g) ; l piece(s) (l g) for dis-

crete pieces (e.g., sugar cubes, indi-
vidually packaged products) 
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TABLE 2—REFERENCE AMOUNTS CUSTOMARILY CONSUMED PER EATING OCCASION: GENERAL FOOD 
SUPPLY 1 2 3 4—Continued 

Product category Reference amount Label statement5 

Sugar substitutes ......................................................... An amount equiva-
lent to one ref-
erence amount for 
sugar in sweet-
ness.

l tsp(s) (l g) for solids; l drop(s) (l 

g) for liquid; l piece(s) (l g) (e.g., 
individually packaged products) 

Syrups .......................................................................... 30 mL for syrups 
used primarily as 
an ingredient 
(e.g., light or dark 
corn syrup); 60 
mL for all others.

2 tbsp (30 mL) for syrups used primarily 
as an ingredient; 1⁄4 cup (60 mL) for 
all others 

Vegetables: 
Vegetables primarily used for garnish or flavor, e.g., 

pimento, parsley.
4 g .......................... l piece(s) (l g); l tbsp(s) (l g) for 

chopped products 
Chili pepper, green onion ............................................ 30 g ........................ l piece(s) (l g) 13; l tbsp(s) (l g); l 

cup(s) (l g) for sliced or chopped 
products 

All other vegetables without sauce: fresh, canned, or 
frozen.

85 g for fresh or fro-
zen; 95 g for vac-
uum packed; 130 
g for canned in 
liquid, cream-style 
corn, canned or 
stewed tomatoes, 
pumpkin, or win-
ter squash.

l piece(s) (l g) for large pieces (e.g., 
brussel sprouts); l cup(s) (l g) for 
small pieces (e.g., cut corn, green 
peas); 3 oz (84 g/visual unit of meas-
ure) if not measurable by cup 13 

All other vegetables with sauce: fresh, canned, or fro-
zen.

110 g ...................... l piece(s) (l g) for large pieces (e.g., 
brussel sprouts); l cup(s) (l g) for 
small pieces (e.g., cut corn, green 
peas); 4 oz (112 g/visual unit of meas-
ure) if not measurable by cup 

Vegetable juice ............................................................ 240 mL ................... 8 fl oz (240 mL) 
Olives 11 ........................................................................ 15 g ........................ l piece(s) (l g); l tbsp(s) (l g) for 

sliced products 
Pickles, all types 11 ....................................................... 30 g ........................ 1 oz (28 g/visual unit of measure) 
Pickle relishes .............................................................. 15 g ........................ l tbsp (l g) 
Vegetable pastes, e.g., tomato paste .......................... 30 g ........................ l tbsp (l g) 
Vegetable sauces or purees, e.g, tomato sauce, to-

mato puree.
60 g ........................ l cup (l g); l cup (l mL) 

1 These values represent the amount (edible portion) of food customarily consumed per eating occasion and were primarily de-
rived from the 1977–1978 and the 1987–1988 Nationwide Food Consumption Surveys conducted by the U.S. Department of 
Argiculture. 

2 Unless otherwise noted in the Reference Amount column, the reference amounts are for the ready-to-serve or almost ready- 
to-serve form of the product (i.e., heat and serve, brown and serve). If not listed separately, the reference amount for the unpre-
pared form (e.g., dry mixes; concentrates; dough; batter; fresh and frozen pasta) is the amount required to make the reference 
amount of the prepared form. Prepared means prepared for consumption (e.g., cooked). 

3 Manufacturers are required to convert the reference amount to the label serving size in a household measure most appro-
priate to their specific product using the procedures in 21 CFR 101.9(b). 

4 Copies of the list of products for each product category are available from the Office of Nutritional Products, Labeling and Di-
etary Supplements (HFS–800), Center for Food Safety and Applied Nutrition, Food and Drug Administration, 5100 Paint Branch 
Pkwy., College Park, MD 20740. 

5 The label statements are meant to provide guidance to manufacturers on the presentation of serving size information on the 
label, but they are not required. The term ‘‘piece’’ is used as a generic description of a discrete unit. Manufacturers should use 
the description of a unit that is most appropriate for the specific product (e.g., sandwich for sandwiches, cookie for cookies, and 
bar for ice cream bars). The guidance provided is for the label statement of products in ready-to-serve or almost ready-to-serve 
form. The guidance does not apply to the products which require further preparation for consumption (e.g., dry mixes, con-
centrates) unless specifically stated in the product category, reference amount, or label statement column that it is for these 
forms of the product. For products that require further preparation, manufacturers must determine the label statement following 
the rules in § 101.9(b) using the reference amount determined according to § 101.12(c). 

6 Includes cakes that weigh 10 g or more per cubic inch. 
7 Includes cakes that weigh 4 g or more per cubic inch but less than 10 g per cubic inch. 
8 Includes cakes that weigh less than 4 g per cubic inch. 
9 Label serving size for ice cream cones and eggs of all sizes will be 1 unit. Label serving size of all chewing gums that weigh 

more than the reference amount that can reasonably be consumed at a single-eating occasion will be 1 unit. 
10 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, geese, ostrich, etc. 
11 If packed or canned in liquid, the reference amount is for the drained solids, except for products in which both the solids and 

liquids are customarily consumed (e.g., canned chopped clam in juice). 
12 The reference amount for the uncooked form does not apply to raw fish in § 101.45 or to single-ingredient products that con-

sist of fish or game meat as provided for in § 101.9(b)(j)(11). 
13 For raw fruit, vegetables, and fish, manufacturers should follow the label statement for the serving size specified in Appen-

dices A and B to the regulation entitled ‘‘Food Labeling; Guidelines for Voluntary Nutrition Labeling; and Identification of the 20 
Most Frequently Consumed Raw Fruits, Vegetables, and Fish; Definition of Substantial Compliance; Correction’’ (56 FR 60880 
as amended 57 FR 8174, March 6, 1992). 

14 Pizza sauce is part of the pizza and is not considered to be sauce topping. 
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(c) If a product requires further prep-
aration, e.g., cooking or the addition of 
water or other ingredients, and if para-
graph (b) of this section provides a ref-
erence amount for the product in the 
prepared but not the unprepared form, 
then the reference amount for the un-
prepared product shall be determined 
using the following rules: 

(1) Except as provided for in para-
graph (c)(2) of this section, the ref-
erence amount for the unprepared 
product shall be the amount of the un-
prepared product required to make the 
reference amount for the prepared 
product as established in paragraph (b) 
of this section. 

(2) For products where the entire 
contents of the package is used to pre-
pare one large discrete unit usually di-
vided for consumption, the reference 
amount for the unprepared product 
shall be the amount of the unprepared 
product required to make the fraction 
of the large discrete unit closest to the 
reference amount for the prepared 
product as established in paragraph (b) 
of this section. 

(d) The reference amount for an imi-
tation or substitute food or altered 
food, such as a ‘‘low calorie’’ version, 
shall be the same as for the food for 
which it is offered as a substitute. 

(e) If a food is modified by incor-
porating air (aerated), and thereby the 
density of the food is lowered by 25 per-
cent or more in weight than that of an 
appropriate reference regular food as 
described in § 101.13(j)(1)(ii)(A), and the 
reference amount of the regular food is 
in grams, the manufacturer may deter-
mine the reference amount of the aer-
ated food by adjusting for the dif-
ference in density of the aerated food 
relative to the density of the appro-
priate reference food provided that the 
manufacturer will show FDA detailed 
protocol and records of all data that 
were used to determine the density-ad-
justed reference amount for the aer-
ated food. The reference amount for 
the aerated food shall be rounded to 
the nearest 5-g increment. Such prod-
ucts shall bear a descriptive term indi-
cating that extra air has been incor-
porated (e.g., whipped, aerated). The 
density-adjusted reference amounts de-
scribed in paragraph (b) of this section 
may not be used for cakes except for 

cheese cake. The differences in the den-
sities of different types of cakes having 
different degrees of air incorporation 
have already been taken into consider-
ation in determining the reference 
amounts for cakes in § 101.12(b). In de-
termining the difference in density of 
the aerated and the regular food, the 
manufacturer shall adhere to the fol-
lowing: 

(1) The regular and the aerated prod-
uct must be the same in size, shape, 
and volume. To compare the densities 
of products having nonsmooth surfaces 
(e.g., waffles), manufacturers shall use 
a device or method that ensures that 
the volumes of the regular and the aer-
ated products are the same. 

(2) Sample selections for the density 
measurements shall be done in accord-
ance with the provisions in § 101.9(g). 

(3) Density measurements of the reg-
ular and the aerated products shall be 
conducted by the same trained oper-
ator using the same methodology (e.g., 
the same equipment, procedures, and 
techniques) under the same conditions. 

(4) Density measurements shall be 
replicated a sufficient number of times 
to ensure that the average of the meas-
urements is representative of the true 
differences in the densities of the reg-
ular and the ‘‘aerated’’ products. 

(f) For products that have no ref-
erence amount listed in paragraph (b) 
of this section for the unprepared or 
the prepared form of the product and 
that consist of two or more foods pack-
aged and presented to be consumed to-
gether (e.g., peanut putter and jelly, 
cracker and cheese pack, pancakes and 
syrup, cake and frosting), the reference 
amount for the combined product shall 
be determined using the following 
rules: 

(1) For bulk products (e.g., peanut 
butter and jelly), the reference amount 
for the combined product shall be the 
reference amount, as established in 
paragraph (b) of this section, for the in-
gredient that is represented as the 
main ingredient plus proportioned 
amounts of all minor ingredients. 

(2) For products where the ingredient 
represented as the main ingredient is 
one or more discrete units (e.g., crack-
er and cheese pack, pancakes and 
syrup, cake and frosting), the reference 
amount for the combined product shall 
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be either the number of small discrete 
units or the fraction of the large dis-
crete unit that is represented as the 
main ingredient that is closest to the 
reference amount for that ingredient as 
established in paragraph (b) of this sec-
tion plus proportioned amounts of all 
minor ingredients. 

(3) If the reference amounts are in 
compatible units, they shall be 
summed (e.g., the reference amount for 
equal volumes of peanut butter and 
jelly for which peanut butter is rep-
resented as the main ingredient would 
be 4 tablespoons (tbsp) (2 tbsp peanut 
butter plus 2 tbsp jelly). If the ref-
erence amounts are in incompatible 
units, the weights of the appropriate 
volumes should be used (e.g., 110 grams 
(g) pancakes plus the gram weight of 
the proportioned amount of syrup). 

(g) The reference amounts set forth 
in paragraphs (b) through (f) of this 
section shall be used in determining 
whether a product meets the criteria 
for nutrient content claims, such as 
‘‘low calorie,’’ and for health claims. If 
the serving size declared on the prod-
uct label differs from the reference 
amount, and the product meets the cri-
teria for the claim only on the basis of 
the reference amount, the claim shall 
be followed by a statement that sets 
forth the basis on which the claim is 
made. That statement shall include the 
reference amount as it appears in para-
graph (b) of this section followed, in 
parenthesis, by the amount in common 
household measure if the reference 
amount is expressed in measures other 
than common household measures 
(e.g., for a beverage, ‘‘Very low sodium, 
35 mg or less per 240 mL (8 fl oz)’’). 

(h) The Commissioner of Food and 
Drugs, either on his or her own initia-
tive or in response to a petition sub-
mitted pursuant to part 10 of this chap-
ter, may issue a proposal to establish 
or amend a reference amount in para-
graph (b) of this section. A petition to 
establish or amend a reference amount 
shall include: 

(1) Objective of the petition; 
(2) A description of the product; 
(3) A complete sample product label 

including nutrition label, using the for-
mat established by regulation; 

(4) A description of the form (e.g., dry 
mix, frozen dough) in which the prod-
uct will be marketed; 

(5) The intended dietary uses of the 
product with the major use identified 
(e.g., milk as a beverage and chips as a 
snack); 

(6) If the intended use is primarily as 
an ingredient in other foods, list of 
foods or food categories in which the 
product will be used as an ingredient 
with information on the prioritization 
of the use; 

(7) The population group for which 
the product will be offered for use (e.g., 
infants, children under 4 years of age); 

(8) The names of the most closely re-
lated products (or in the case of foods 
for special dietary use and imitation or 
substitute foods, the names of the 
products for which they are offered as 
substitutes); 

(9) The suggested reference amount 
(the amount of edible portion of food as 
consumed, excluding bone, seed, shell, 
or other inedible components) for the 
population group for which the product 
is intended with full description of the 
methodology and procedures that were 
used to determine the suggested ref-
erence amount. In determining the ref-
erence amount, general principles and 
factors in paragraph (a) of this section 
should be followed. 

(10) The suggested reference amount 
shall be expressed in metric units. Ref-
erence amounts for fluids shall be ex-
pressed in milliliters. Reference 
amounts for other foods shall be ex-
pressed in grams except when common 
household units such as cups, table-
spoons, and teaspoons, are more appro-
priate or are more likely to promote 
uniformity in serving sizes declared on 
product labels. For example, common 
household measures would be more ap-
propriate if products within the same 
category differ substantially in den-
sity, such as frozen desserts. 

(i) In expressing the reference 
amounts in milliliters, the following 
rules shall be followed: 

(A) For volumes greater than 30 mil-
liliters (mL), the volume shall be ex-
pressed in multiples of 30 mL. 

(B) For volumes less than 30 mL, the 
volume shall be expressed in milliliters 
equivalent to a whole number of 
teaspoons or 1 tbsp, i.e., 5, 10, or 15 mL. 
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(ii) In expressing the reference 
amounts in grams, the following gen-
eral rules shall be followed: 

(A) For quantities greater than 10 g, 
the quantity shall be expressed in the 
nearest 5-g increment. 

(B) For quantities less than 10 g, 
exact gram weights shall be used. 

(11) A petition to create a new sub-
category of food with its own reference 
amount shall include the following ad-
ditional information: 

(i) Data that demonstrate that the 
new subcategory of food will be con-
sumed in amounts that differ enough 
from the reference amount for the par-
ent category to warrant a separate ref-
erence amount. Data must include 
sample size; and the mean, standard de-
viation, median, and modal consumed 
amount per eating occasion for the pe-
titioned product and for other products 
in the category, excluding the peti-
tioned product. All data must be de-
rived from the same survey data. 

(ii) Documentation supporting the 
difference in dietary usage and product 
characteristics that affect the con-
sumption size that distinguishes the 
petitioned product from the rest of the 
products in the category. 

(12) A claim for categorical exclusion 
under § 25.30 or § 25.32 of this chapter or 
an environmental assessment under 
§ 25.40 of this chapter, and 

(13) In conducting research to collect 
or process food consumption data in 
support of the petition, the following 
general guidelines should be followed. 

(i) Sampled population selected 
should be representative of the demo-
graphic and socioeconomic characteris-
tics of the target population group for 
which the food is intended. 

(ii) Sample size (i.e., number of eat-
ers) should be large enough to give reli-
able estimates for customarily con-
sumed amounts. 

(iii) The study protocol should iden-
tify potential biases and describe how 
potential biases are controlled for or, if 
not possible to control, how they affect 
interpretation of results. 

(iv) The methodology used to collect 
or process data should be fully docu-
mented and should include: study de-
sign, sampling procedures, materials 
used (e.g., questionnaire, and inter-
viewer’s manual), procedures used to 

collect or process data, methods or pro-
cedures used to control for unbiased es-
timates, and procedures used to correct 
for nonresponse. 

(14) A statement concerning the fea-
sibility of convening associations, cor-
porations, consumers, and other inter-
ested parties to engage in negotiated 
rulemaking to develop a proposed rule 
consistent with the Negotiated Rule-
making Act (5 U.S.C. 561). 

[58 FR 44051, Aug. 18, 1993; 58 FR 60109, Nov. 
15, 1993, as amended at 59 FR 371, Jan. 4, 1994; 
59 FR 24039, May 10, 1994; 62 FR 40598, July 29, 
1997; 62 FR 49848, Sept. 23, 1997; 63 FR 14818, 
Mar. 27, 1998; 64 FR 12890, Mar. 16, 1999; 66 FR 
56035, Nov. 6, 2001] 

§ 101.13 Nutrient content claims—gen-
eral principles. 

(a) This section and the regulations 
in subpart D of this part apply to foods 
that are intended for human consump-
tion and that are offered for sale, in-
cluding conventional foods and dietary 
supplements. 

(b) A claim that expressly or implic-
itly characterizes the level of a nutri-
ent of the type required to be in nutri-
tion labeling under § 101.9 or under 
§ 101.36 (that is, a nutrient content 
claim) may not be made on the label or 
in labeling of foods unless the claim is 
made in accordance with this regula-
tion and with the applicable regula-
tions in subpart D of this part or in 
part 105 or part 107 of this chapter. 

(1) An expressed nutrient content 
claim is any direct statement about 
the level (or range) of a nutrient in the 
food, e.g., ‘‘low sodium’’ or ‘‘contains 
100 calories.’’ 

(2) An implied nutrient content claim 
is any claim that: 

(i) Describes the food or an ingre-
dient therein in a manner that sug-
gests that a nutrient is absent or 
present in a certain amount (e.g., 
‘‘high in oat bran’’); or 

(ii) Suggests that the food, because of 
its nutrient content, may be useful in 
maintaining healthy dietary practices 
and is made in association with an ex-
plicit claim or statement about a nu-
trient (e.g., ‘‘healthy, contains 3 grams 
(g) of fat’’). 

(3) Except for claims regarding vita-
mins and minerals described in para-
graph (q)(3) of this section, no nutrient 
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content claims may be made on food 
intended specifically for use by infants 
and children less than 2 years of age 
unless the claim is specifically pro-
vided for in parts 101, 105, or 107 of this 
chapter. 

(4) Reasonable variations in the spell-
ing of the terms defined in part 101 and 
their synonyms are permitted provided 
these variations are not misleading 
(e.g., ‘‘hi’’ or ‘‘lo’’). 

(5) For dietary supplements, claims 
for calories, fat, saturated fat, and cho-
lesterol may not be made on products 
that meet the criteria in § 101.60(b)(1) or 
(b)(2) for ‘‘calorie free’’ or ‘‘low cal-
orie’’ claims, except, in the case of cal-
orie claims, when an equivalent 
amount of a similar dietary supple-
ment (e.g., another protein supple-
ment) that the labeled food resembles 
and for which it substitutes, normally 
exceeds the definition for ‘‘low calorie’’ 
in § 101.60(b)(2). 

(c) Information that is required or 
permitted by § 101.9 or § 101.36, as appli-
cable, to be declared in nutrition label-
ing, and that appears as part of the nu-
trition label, is not a nutrient content 
claim and is not subject to the require-
ments of this section. If such informa-
tion is declared elsewhere on the label 
or in labeling, it is a nutrient content 
claim and is subject to the require-
ments for nutrient content claims. 

(d) A ‘‘substitute’’ food is one that 
may be used interchangeably with an-
other food that it resembles, i.e., that 
it is organoleptically, physically, and 
functionally (including shelf life) simi-
lar to, and that it is not nutritionally 
inferior to unless it is labeled as an 
‘‘imitation.’’ 

(1) If there is a difference in perform-
ance characteristics that materially 
limits the use of the food, the food may 
still be considered a substitute if the 
label includes a disclaimer adjacent to 
the most prominent claim as defined in 
paragraph (j)(2)(iii) of this section, in-
forming the consumer of such dif-
ference (e.g., ‘‘not recommended for 
frying’’). 

(2) This disclaimer shall be in easily 
legible print or type and in a size no 
less than that required by § 101.105(i) 
for the net quantity of contents state-
ment, except where the size of the 
claim is less than two times the re-

quired size of the net quantity of con-
tents statement, in which case the dis-
claimer shall be no less than one-half 
the size of the claim but no smaller 
than one-sixteenth of an inch, unless 
the package complies with § 101.2(c)(5), 
in which case the disclaimer may be in 
type of not less than one thirty-second 
of an inch. 

(e)(1) Because the use of a ‘‘free’’ or 
‘‘low’’ claim before the name of a food 
implies that the food differs from other 
foods of the same type by virtue of its 
having a lower amount of the nutrient, 
only foods that have been specially 
processed, altered, formulated, or re-
formulated so as to lower the amount 
of the nutrient in the food, remove the 
nutrient from the food, or not include 
the nutrient in the food, may bear such 
a claim (e.g., ‘‘low sodium potato 
chips’’). 

(2) Any claim for the absence of a nu-
trient in a food, or that a food is low in 
a nutrient when the food has not been 
specially processed, altered, formu-
lated, or reformulated to qualify for 
that claim shall indicate that the food 
inherently meets the criteria and shall 
clearly refer to all foods of that type 
and not merely to the particular brand 
to which the labeling attaches (e.g., 
‘‘corn oil, a sodium-free food’’). 

(f) A nutrient content claim shall be 
in type size no larger than two times 
the statement of identity and shall not 
be unduly prominent in type style com-
pared to the statement of identity. 

(g) [Reserved] 
(h)(1) If a food, except a meal product 

as defined in § 101.13(l), a main dish 
product as defined in § 101.13(m), or food 
intended specifically for use by infants 
and children less than 2 years of age, 
contains more than 13.0 g of fat, 4.0 g of 
saturated fat, 60 milligrams (mg) of 
cholesterol, or 480 mg of sodium per 
reference amount customarily con-
sumed, per labeled serving, or, for a 
food with a reference amount custom-
arily consumed of 30 g or less or 2 ta-
blespoons or less, per 50 g (for dehy-
drated foods that must be reconsti-
tuted before typical consumption with 
water or a diluent containing an insig-
nificant amount, as defined in 
§ 101.9(f)(1), of all nutrients per ref-
erence amount customarily consumed, 
the per 50 g criterion refers to the ‘‘as 
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prepared’’ form), then that food must 
bear a statement disclosing that the 
nutrient exceeding the specified level 
is present in the food as follows: ‘‘See 
nutrition information for ll content’’ 
with the blank filled in with the iden-
tity of the nutrient exceeding the spec-
ified level, e.g., ‘‘See nutrition infor-
mation for fat content.’’ 

(2) If a food is a meal product as de-
fined in § 101.13(l), and contains more 
than 26 g of fat, 8.0 g of saturated fat, 
120 mg of cholesterol, or 960 mg of so-
dium per labeled serving, then that 
food must disclose, in accordance with 
the requirements as provided in para-
graph (h)(1) of this section, that the 
nutrient exceeding the specified level 
is present in the food. 

(3) If a food is a main dish product as 
defined in § 101.13(m), and contains 
more than 19.5 g of fat, 6.0 g of satu-
rated fat, 90 mg of cholesterol, or 720 
mg of sodium per labeled serving, then 
that food must disclose, in accordance 
with the requirements as provided in 
paragraph (h)(1) of this section, that 
the nutrient exceeding the specified 
level is present in the food. 

(4)(i) The disclosure statement ‘‘See 
nutrition information for ll content’’ 
shall be in easily legible boldface print 
or type, in distinct contrast to other 
printed or graphic matter, and in a size 
no less than that required by § 101.105(i) 
for the net quantity of contents state-
ment, except where the size of the 
claim is less than two times the re-
quired size of the net quantity of con-
tents statement, in which case the dis-
closure statement shall be no less than 
one-half the size of the claim but no 
smaller than one-sixteenth of an inch, 
unless the package complies with 
§ 101.2(c)(2), in which case the disclo-
sure statement may be in type of not 
less than one thirty-second of an inch. 

(ii) The disclosure statement shall be 
immediately adjacent to the nutrient 
content claim and may have no inter-
vening material other than, if applica-
ble, other information in the statement 
of identity or any other information 
that is required to be presented with 
the claim under this section (e.g., see 
paragraph (j)(2) of this section) or 
under a regulation in subpart D of this 
part (e.g., see §§ 101.54 and 101.62). If the 
nutrient content claim appears on 

more than one panel of the label, the 
disclosure statement shall be adjacent 
to the claim on each panel except for 
the panel that bears the nutrition in-
formation where it may be omitted. 

(iii) If a single panel of a food label or 
labeling contains multiple nutrient 
content claims or a single claim re-
peated several times, a single disclo-
sure statement may be made. The 
statement shall be adjacent to the 
claim that is printed in the largest 
type on that panel. 

(i) Except as provided in § 101.9 or 
§ 101.36, as applicable, or in paragraph 
(q)(3) of this section, the label or label-
ing of a product may contain a state-
ment about the amount or percentage 
of a nutrient if: 

(1) The use of the statement on the 
food implicitly characterizes the level 
of the nutrient in the food and is con-
sistent with a definition for a claim, as 
provided in subpart D of this part, for 
the nutrient that the label addresses. 
Such a claim might be, ‘‘less than 3 g 
of fat per serving;’’ 

(2) The use of the statement on the 
food implicitly characterizes the level 
of the nutrient in the food and is not 
consistent with such a definition, but 
the label carries a disclaimer adjacent 
to the statement that the food is not 
‘‘low’’ in or a ‘‘good source’’ of the nu-
trient, such as ‘‘only 200 mg sodium per 
serving, not a low sodium food.’’ The 
disclaimer must be in easily legible 
print or type and in a size no less than 
that required by § 101.105(i) for the net 
quantity of contents statement except 
where the size of the claim is less than 
two times the required size of the net 
quantity of contents statement, in 
which case the disclaimer shall be no 
less than one-half the size of the claim 
but no smaller than one-sixteenth of an 
inch unless the package complies with 
§ 101.2(c)(5), in which case the dis-
claimer may be in type of not less less 
than one thirty-second of an inch, or 

(3) The statement does not in any 
way implicitly characterize the level of 
the nutrient in the food and it is not 
false or misleading in any respect (e.g., 
‘‘100 calories’’ or ‘‘5 grams of fat’’), in 
which case no disclaimer is required. 

(4) ‘‘Percent fat free’’ claims are not 
authorized by this paragraph. Such 
claims shall comply with § 101.62(b)(6). 
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(j) A food may bear a statement that 
compares the level of a nutrient in the 
food with the level of a nutrient in a 
reference food. These statements shall 
be known as ‘‘relative claims’’ and in-
clude ‘‘light,’’ ‘‘reduced,’’ ‘‘less’’ (or 
‘‘fewer’’), and ‘‘more’’ claims. 

(1) To bear a relative claim about the 
level of a nutrient, the amount of that 
nutrient in the food must be compared 
to an amount of nutrient in an appro-
priate reference food as specified 
below. 

(i)(A) For ‘‘less’’ (or ‘‘fewer’’) and 
‘‘more’’ claims, the reference food may 
be a dissimilar food within a product 
category that can generally be sub-
stituted for one another in the diet 
(e.g., potato chips as reference for pret-
zels, orange juice as a reference for vi-
tamin C tablets) or a similar food (e.g., 
potato chips as reference for potato 
chips, one brand of multivitamin as 
reference for another brand of multi-
vitamin). 

(B) For ‘‘light,’’ ‘‘reduced,’’ ‘‘added,’’ 
‘‘extra,’’ ‘‘plus,’’ ‘‘fortified,’’ and ‘‘en-
riched’’ claims, the reference food shall 
be a similar food (e.g., potato chips as 
a reference for potato chips, one brand 
of multivitamin for another brand of 
multivitamin), and 

(ii)(A) For ‘‘light’’ claims, the ref-
erence food shall be representative of 
the type of food that includes the prod-
uct that bears the claim. The nutrient 
value for the reference food shall be 
representative of a broad base of foods 
of that type; e.g., a value in a rep-
resentative, valid data base; an average 
value determined from the top three 
national (or regional) brands, a market 
basket norm; or, where its nutrient 
value is representative of the food 
type, a market leader. Firms using 
such a reference nutrient value as a 
basis for a claim, are required to pro-
vide specific information upon which 
the nutrient value was derived, on re-
quest, to consumers and appropriate 
regulatory officials. 

(B) For relative claims other than 
‘‘light,’’ including ‘‘less’’ and ‘‘more’’ 
claims, the reference food may be the 
same as that provided for ‘‘light’’ in 
paragraph (j)(1)(ii)(A) of this section, 
or it may be the manufacturer’s reg-
ular product, or that of another manu-
facturer, that has been offered for sale 

to the public on a regular basis for a 
substantial period of time in the same 
geographic area by the same business 
entity or by one entitled to use its 
trade name. The nutrient values used 
to determine the claim when com-
paring a single manufacturer’s product 
to the labeled product shall be either 
the values declared in nutrition label-
ing or the actual nutrient values, pro-
vided that the resulting label is inter-
nally consistent to (i.e., that the val-
ues stated in the nutrition informa-
tion, the nutrient values in the accom-
panying information and the declara-
tion of the percentage of nutrient by 
which the food has been modified are 
consistent and will not cause consumer 
confusion when compared), and that 
the actual modification is at least 
equal to the percentage specified in the 
definition of the claim. 

(2) For foods bearing relative claims: 
(i) The label or labeling must state 

the identity of the reference food and 
the percentage (or fraction) of the 
amount of the nutrient in the reference 
food by which the nutrient in the la-
beled food differs (e.g., ‘‘50 percent less 
fat than (reference food)’’ or ‘‘1/3 fewer 
calories than (reference food)’’), 

(ii) This information shall be imme-
diately adjacent to the most prominent 
claim. The type size shall be in accord-
ance with paragraph (h)(4)(i) of this 
section. 

(iii) The determination of which use 
of the claim is in the most prominent 
location on the label or labeling will be 
made based on the following factors, 
considered in order: 

(A) A claim on the principal display 
panel adjacent to the statement of 
identity; 

(B) A claim elsewhere on the prin-
cipal display panel; 

(C) A claim on the information panel; 
or 

(D) A claim elsewhere on the label or 
labeling. 

(iv) The label or labeling must also 
bear: 

(A) Clear and concise quantitative in-
formation comparing the amount of 
the subject nutrient in the product per 
labeled serving with that in the ref-
erence food; and 

(B) This statement shall appear adja-
cent to the most prominent claim or to 
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the nutrition label, except that if the 
nutrition label is on the information 
panel, the quantitative information 
may be located elsewhere on the infor-
mation panel in accordance with § 101.2. 

(3) A relative claim for decreased lev-
els of a nutrient may not be made on 
the label or in labeling of a food if the 
nutrient content of the reference food 
meets the requirement for a ‘‘low’’ 
claim for that nutrient (e.g., 3 g fat or 
less). 

(k) The term ‘‘modified’’ may be used 
in the statement of identity of a food 
that bears a relative claim that com-
plies with the requirements of this 
part, followed immediately by the 
name of the nutrient whose content 
has been altered (e.g., ‘‘Modified fat 
cheesecake’’). This statement of iden-
tity must be immediately followed by 
the comparative statement such as 
‘‘Contains 35 percent less fat than 
lll.’’ The label or labeling must also 
bear the information required by para-
graph (j)(2) of this section in the man-
ner prescribed. 

(l) For purposes of making a claim, a 
‘‘meal product shall be defined as a 
food that: 

(1) Makes a major contribution to the 
total diet by: 

(i) Weighing at least 10 ounces (oz) 
per labeled serving; and 

(ii) Containing not less than three 40- 
g portions of food, or combinations of 
foods, from two or more of the fol-
lowing four food groups, except as 
noted in paragraph (l)(1)(ii)(E) of this 
section. 

(A) Bread, cereal, rice, and pasta 
group; 

(B) Fruits and vegetables group; 
(C) Milk, yogurt, and cheese group; 
(D) Meat, poultry, fish, dry beans, 

eggs, and nuts group; except that; 
(E) These foods shall not be sauces 

(except for foods in the above four food 
groups that are in the sauces), gravies, 
condiments, relishes, pickles, olives, 
jams, jellies, syrups, breadings or 
garnishes; and 

(2) Is represented as, or is in a form 
commonly understood to be, a break-
fast, lunch, dinner, or meal. Such rep-
resentations may be made either by 
statements, photographs, or vignettes. 

(m) For purposes of making a claim, 
a ‘‘main dish product’’ shall be defined 
as a food that: 

(1) Makes a major contribution to a 
meal by 

(i) Weighing at least 6 oz per labeled 
serving; and 

(ii) Containing not less than 40 g of 
food, or combinations of foods, from 
each of at least two of the following 
four food groups, except as noted in 
paragraph (m)(1)(ii)(E) of this section. 

(A) Bread, cereal, rice, and pasta 
group; 

(B) Fruits and vegetables group; 
(C) Milk, yogurt, and cheese group; 
(D) Meat, poultry, fish, dry beans, 

eggs, and nuts groups; except that: 
(E) These foods shall not be sauces 

(except for foods in the above four food 
groups that are in the sauces) gravies, 
condiments, relishes, pickles, olives, 
jams, jellies, syrups, breadings, or 
garnishes; and 

(2) Is represented as, or is in a form 
commonly understood to be, a main 
dish (e.g, not a beverage or a dessert). 
Such representations may be made ei-
ther by statements, photographs, or vi-
gnettes. 

(n) Nutrition labeling in accordance 
with § 101.9, § 101.10, or § 101.36, as appli-
cable, shall be provided for any food for 
which a nutrient content claim is 
made. 

(o) Except as provided in § 101.10, 
compliance with requirements for nu-
trient content claims in this section 
and in the regulations in subpart D of 
this part, will be determined using the 
analytical methodology prescribed for 
determining compliance with nutrition 
labeling in § 101.9. 

(p)(1) Unless otherwise specified, the 
reference amount customarily con-
sumed set forth in § 101.12(b) through (f) 
shall be used in determining whether a 
product meets the criteria for a nutri-
ent content claim. If the serving size 
declared on the product label differs 
from the reference amount customarily 
consumed, and the amount of the nu-
trient contained in the labeled serving 
does not meet the maximum or min-
imum amount criterion in the defini-
tion for the descriptor for that nutri-
ent, the claim shall be followed by the 
criteria for the claim as required by 
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§ 101.12(g) (e.g., ‘‘very low sodium, 35 
mg or less per 240 milliliters (8 fl oz.)’’). 

(2) The criteria for the claim shall be 
immediately adjacent to the most 
prominent claim in easily legible print 
or type and in a size in accordance with 
paragraph (h)(4)(i) of this section. 

(q) The following exemptions apply: 
(1) Nutrient content claims that have 

not been defined by regulation and that 
are contained in the brand name of a 
specific food product that was the 
brand name in use on such food before 
October 25, 1989, may continue to be 
used as part of that brand name for 
such product, provided that they are 
not false or misleading under section 
403(a) of the Federal Food, Drug, and 
Cosmetic Act (the act). However, foods 
bearing such claims must comply with 
section 403(f), (g), and (h) of the act; 

(2) A soft drink that used the term 
diet as part of its brand name before 
October 25, 1989, and whose use of that 
term was in compliance with § 105.66 of 
this chapter as that regulation ap-
peared in the Code of Federal Regula-
tions on that date, may continue to use 
that term as part of its brand name, 
provided that its use of the term is not 
false or misleading under section 403(a) 
of the act. Such claims are exempt 
from the requirements of section 
403(r)(2) of the act (e.g., the disclosure 
statement also required by § 101.13(h)). 
Soft drinks marketed after October 25, 
1989, may use the term ‘‘diet’’ provided 
they are in compliance with the cur-
rent § 105.66 of this chapter and the re-
quirements of § 101.13. 

(3)(i) A statement that describes the 
percentage of a vitamin or mineral in 
the food, including foods intended spe-
cifically for use by infants and children 
less than 2 years of age, in relation to 
a Reference Daily Intake (RDI) as de-
fined in § 101.9 may be made on the 
label or in labeling of a food without a 
regulation authorizing such a claim for 
a specific vitamin or mineral unless 
such claim is expressly prohibited by 
regulation under section 403(r)(2)(A)(vi) 
of the act. 

(ii) Percentage claims for dietary 
supplements. Under section 403(r)(2)(F) 
of the act, a statement that character-
izes the percentage level of a dietary 
ingredient for which a reference daily 
intake (RDI) or daily reference value 

(DRV) has not been established may be 
made on the label or in labeling of die-
tary supplements without a regulation 
that specifically defines such a state-
ment. All such claims shall be accom-
panied by any disclosure statement re-
quired under paragraph (h) of this sec-
tion. 

(A) Simple percentage claims. When-
ever a statement is made that charac-
terizes the percentage level of a die-
tary ingredient for which there is no 
RDI or DRV, the statement of the ac-
tual amount of the dietary ingredient 
per serving shall be declared next to 
the percentage statement (e.g., ‘‘40 per-
cent omega-3 fatty acids, 10 mg per 
capsule’’). 

(B) Comparative percentage claims. 
Whenever a statement is made that 
characterizes the percentage level of a 
dietary ingredient for which there is no 
RDI or DRV and the statement draws a 
comparison to the amount of the die-
tary ingredient in a reference food, the 
reference food shall be clearly identi-
fied, the amount of that food shall be 
identified, and the information on the 
actual amount of the dietary ingre-
dient in both foods shall be declared in 
accordance with paragraph (j)(2)(iv) of 
this section (e.g., ‘‘twice the omega-3 
fatty acids per capsule (80 mg) as in 100 
mg of menhaden oil (40 mg)’’). 

(4) The requirements of this section 
do not apply to: 

(i) Infant formulas subject to section 
412(h) of the act; and 

(ii) Medical foods defined by section 
5(b) of the Orphan Drug Act. 

(5) A nutrient content claim used on 
food that is served in restaurants or 
other establishments in which food is 
served for immediate human consump-
tion or which is sold for sale or use in 
such establishments shall comply with 
the requirements of this section and 
the appropriate definition in subpart D 
of this part, except that: 

(i) Such claim is exempt from the re-
quirements for disclosure statements 
in paragraph (h) of this section and 
§§ 101.54(d), 101.62(c), (d)(1)(ii)(D), 
(d)(2)(iii)(C), (d)(3), (d)(4)(ii)(C), and 
(d)(5)(ii)(C); and 

(ii) In lieu of analytical testing, com-
pliance may be determined using a rea-
sonable basis for concluding that the 
food that bears the claim meets the 
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definition for the claim. This reason-
able basis may derive from recognized 
data bases for raw and processed foods, 
recipes, and other means to compute 
nutrient levels in the foods or meals 
and may be used provided reasonable 
steps are taken to ensure that the 
method of preparation adheres to the 
factors on which the reasonable basis 
was determined (e.g., types and 
amounts of ingredients, cooking tem-
peratures, etc.). Firms making claims 
on foods based on this reasonable basis 
criterion are required to provide to ap-
propriate regulatory officials on re-
quest the specific information on which 
their determination is based and rea-
sonable assurance of operational adher-
ence to the preparation methods or 
other basis for the claim; and 

(iii) A term or symbol that may in 
some contexts constitute a claim under 
this section may be used, provided that 
the use of the term or symbol does not 
characterize the level of a nutrient, 
and a statement that clearly explains 
the basis for the use of the term or 
symbol is prominently displayed and 
does not characterize the level of a nu-
trient. For example, a term such as 
‘‘lite fare’’ followed by an asterisk re-
ferring to a note that makes clear that 
in this restaurant ‘‘lite fare’’ means 
smaller portion sizes than normal; or 
an item bearing a symbol referring to a 
note that makes clear that this item 
meets the criteria for the dietary guid-
ance established by a recognized die-
tary authority would not be considered 
a nutrient content claim under § 101.13. 

(6) Nutrient content claims that were 
part of the common or usual names of 
foods that were subject to a standard of 
identity on November 8, 1990, are not 
subject to the requirements of para-
graphs (b) and (h) of this section or to 
definitions in subpart D of this part. 

(7) Implied nutrient content claims 
may be used as part of a brand name, 
provided that the use of the claim has 
been authorized by the Food and Drug 
Administration. Petitions requesting 
approval of such a claim may be sub-
mitted under § 101.69(o). 

(8) The term fluoridated, fluoride 
added or with added fluoride may be 
used on the label or in labeling of bot-

tled water that contains added fluo-
ride. 

[58 FR 2410, Jan. 6, 1993; 58 FR 17341, 17342, 
Apr. 2, 1993, as amended at 58 FR 44030, Aug. 
18, 1993; 59 FR 393, Jan. 4, 1994; 59 FR 15051, 
Mar. 31, 1994; 60 FR 17205, Apr. 5, 1995; 61 FR 
11731, Mar. 22, 1996; 61 FR 40332, Aug. 2, 1996; 
61 FR 67452, Dec. 23, 1996; 62 FR 31339, June 9, 
1997; 62 FR 49867, Sept. 23, 1997; 63 FR 14818, 
Mar. 27, 1998; 63 FR 26980, May 15, 1998] 

§ 101.14 Health claims: general re-
quirements. 

(a) Definitions. For purposes of this 
section, the following definitions 
apply: 

(1) Health claim means any claim 
made on the label or in labeling of a 
food, including a dietary supplement, 
that expressly or by implication, in-
cluding ‘‘third party’’ references, writ-
ten statements (e.g., a brand name in-
cluding a term such as ‘‘heart’’), sym-
bols (e.g., a heart symbol), or vi-
gnettes, characterizes the relationship 
of any substance to a disease or health- 
related condition. Implied health 
claims include those statements, sym-
bols, vignettes, or other forms of com-
munication that suggest, within the 
context in which they are presented, 
that a relationship exists between the 
presence or level of a substance in the 
food and a disease or health-related 
condition. 

(2) Substance means a specific food or 
component of food, regardless of 
whether the food is in conventional 
food form or a dietary supplement that 
includes vitamins, minerals, herbs, or 
other similar nutritional substances. 

(3) Nutritive value means a value in 
sustaining human existence by such 
processes as promoting growth, replac-
ing loss of essential nutrients, or pro-
viding energy. 

(4) Disqualifying nutrient levels means 
the levels of total fat, saturated fat, 
cholesterol, or sodium in a food above 
which the food will be disqualified from 
making a health claim. These levels 
are 13.0 grams (g) of fat, 4.0 g of satu-
rated fat, 60 milligrams (mg) of choles-
terol, or 480 mg of sodium, per ref-
erence amount customarily consumed, 
per label serving size, and, only for 
foods with reference amounts custom-
arily consumed of 30 g or less or 2 ta-
blespoons or less, per 50 g. For dehy-
drated foods that must have water 
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added to them prior to typical con-
sumption, the per 50-g criterion refers 
to the as prepared form. Any one of the 
levels, on a per reference amount cus-
tomarily consumed, a per label serving 
size or, when applicable, a per 50 g 
basis, will disqualify a food from mak-
ing a health claim unless an exception 
is provided in subpart E of this part, 
except that: 

(i) The levels for a meal product as 
defined in § 101.13(l) are 26.0 g of fat, 8.0 
g of saturated fat, 120 mg of choles-
terol, or 960 mg of sodium per label 
serving size, and 

(ii) The levels for a main dish product 
as defined in § 101.13(m) are 19.5 g of fat, 
6.0 g of saturated fat, 90 mg of choles-
terol, or 720 mg of sodium per label 
serving size. 

(5) Disease or health-related condition 
means damage to an organ, part, struc-
ture, or system of the body such that it 
does not function properly (e.g., cardio-
vascular disease), or a state of health 
leading to such dysfunctioning (e.g., 
hypertension); except that diseases re-
sulting from essential nutrient defi-
ciencies (e.g., scurvy, pellagra) are not 
included in this definition (claims per-
taining to such diseases are thereby 
not subject to § 101.14 or § 101.70). 

(b) Eligibility. For a substance to be 
eligible for a health claim: 

(1) The substance must be associated 
with a disease or health-related condi-
tion for which the general U.S. popu-
lation, or an identified U.S. population 
subgroup (e.g., the elderly) is at risk, 
or, alternatively, the petition sub-
mitted by the proponent of the claim 
otherwise explains the prevalence of 
the disease or health-related condition 
in the U.S. population and the rel-
evance of the claim in the context of 
the total daily diet and satisfies the 
other requirements of this section. 

(2) If the substance is to be consumed 
as a component of a conventional food 
at decreased dietary levels, the sub-
stance must be a nutrient listed in 21 
U.S.C. 343(q)(1)(C) or (q)(1)(D), or one 
that the Food and Drug Administra-
tion (FDA) has required to be included 
in the label or labeling under 21 U.S.C. 
343(q)(2)(A); or 

(3) If the substance is to be consumed 
at other than decreased dietary levels: 

(i) The substance must, regardless of 
whether the food is a conventional food 
or a dietary supplement, contribute 
taste, aroma, or nutritive value, or any 
other technical effect listed in § 170.3(o) 
of this chapter, to the food and must 
retain that attribute when consumed 
at levels that are necessary to justify a 
claim; and 

(ii) The substance must be a food or 
a food ingredient or a component of a 
food ingredient whose use at the levels 
necessary to justify a claim has been 
demonstrated by the proponent of the 
claim, to FDA’s satisfaction, to be safe 
and lawful under the applicable food 
safety provisions of the Federal Food, 
Drug, and Cosmetic Act. 

(c) Validity requirement. FDA will pro-
mulgate regulations authorizing a 
health claim only when it determines, 
based on the totality of publicly avail-
able scientific evidence (including evi-
dence from well-designed studies con-
ducted in a manner which is consistent 
with generally recognized scientific 
procedures and principles), that there 
is significant scientific agreement, 
among experts qualified by scientific 
training and experience to evaluate 
such claims, that the claim is sup-
ported by such evidence. 

(d) General health claim labeling re-
quirements. (1) When FDA determines 
that a health claim meets the validity 
requirements of paragraph (c) of this 
section, FDA will propose a regulation 
in subpart E of this part to authorize 
the use of that claim. If the claim per-
tains to a substance not provided for in 
§ 101.9 or § 101.36, FDA will propose 
amending that regulation to include 
declaration of the substance. 

(2) When FDA has adopted a regula-
tion in subpart E of this part providing 
for a health claim, firms may make 
claims based on the regulation in sub-
part E of this part, provided that: 

(i) All label or labeling statements 
about the substance-disease relation-
ship that is the subject of the claim are 
based on, and consistent with, the con-
clusions set forth in the regulations in 
subpart E of this part; 

(ii) The claim is limited to describing 
the value that ingestion (or reduced in-
gestion) of the substance, as part of a 
total dietary pattern, may have on a 
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particular disease or health-related 
condition; 

(iii) The claim is complete, truthful, 
and not misleading. Where factors 
other than dietary intake of the sub-
stance affect the relationship between 
the substance and the disease or 
health-related condition, such factors 
may be required to be addressed in the 
claim by a specific regulation in sub-
part E of this part; 

(iv) All information required to be in-
cluded in the claim appears in one 
place without other intervening mate-
rial, except that the principal display 
panel of the label or labeling may bear 
the reference statement, ‘‘See lll 

for information about the relationship 
between lll and lll,’’ with the 
blanks filled in with the location of the 
labeling containing the health claim, 
the name of the substance, and the dis-
ease or health-related condition (e.g., 
‘‘See attached pamphlet for informa-
tion about calcium and osteoporosis’’), 
with the entire claim appearing else-
where on the other labeling, Provided 
that, where any graphic material (e.g., 
a heart symbol) constituting an ex-
plicit or implied health claim appears 
on the label or labeling, the reference 
statement or the complete claim shall 
appear in immediate proximity to such 
graphic material; 

(v) The claim enables the public to 
comprehend the information provided 
and to understand the relative signifi-
cance of such information in the con-
text of a total daily diet; and 

(vi) If the claim is about the effects 
of consuming the substance at de-
creased dietary levels, the level of the 
substance in the food is sufficiently 
low to justify the claim. To meet this 
requirement, if a definition for use of 
the term low has been established for 
that substance under this part, the sub-
stance must be present at a level that 
meets the requirements for use of that 
term, unless a specific alternative level 
has been established for the substance 
in subpart E of this part. If no defini-
tion for ‘‘low’’ has been established, 
the level of the substance must meet 
the level established in the regulation 
authorizing the claim; or 

(vii) If the claim is about the effects 
of consuming the substance at other 
than decreased dietary levels, the level 

of the substance is sufficiently high 
and in an appropriate form to justify 
the claim. To meet this requirement, if 
a definition for use of the term high for 
that substance has been established 
under this part, the substance must be 
present at a level that meets the re-
quirements for use of that term, unless 
a specific alternative level has been es-
tablished for the substance in subpart 
E of this part. If no definition for 
‘‘high’’ has been established (e.g., 
where the claim pertains to a food ei-
ther as a whole food or as an ingredient 
in another food), the claim must speci-
fy the daily dietary intake necessary 
to achieve the claimed effect, as estab-
lished in the regulation authorizing the 
claim; Provided That: 

(A) Where the food that bears the 
claim meets the requirements of para-
graphs (d)(2)(vi) or (d)(2)(vii) of this 
section based on its reference amount 
customarily consumed, and the labeled 
serving size differs from that amount, 
the claim shall be followed by a state-
ment explaining that the claim is 
based on the reference amount rather 
than the labeled serving size (e.g., 
‘‘Diets low in sodium may reduce the 
risk of high blood pressure, a disease 
associated with many factors. A serv-
ing of l ounces of this product con-
forms to such a diet.’’). 

(B) Where the food that bears the 
claim is sold in a restaurant or in other 
establishments in which food that is 
ready for immediate human consump-
tion is sold, the food can meet the re-
quirements of paragraphs (d)(2)(vi) or 
(d)(2)(vii) of this section if the firm 
that sells the food has a reasonable 
basis on which to believe that the food 
that bears the claim meets the require-
ments of paragraphs (d)(2)(vi) or 
(d)(2)(vii) of this section and provides 
that basis upon request. 

(3) Nutrition labeling shall be pro-
vided in the label or labeling of any 
food for which a health claim is made 
in accordance with § 101.9; for res-
taurant foods, in accordance with 
§ 101.10; or for dietary supplements, in 
accordance with § 101.36. 

(e) Prohibited health claims. No ex-
pressed or implied health claim may be 
made on the label or in labeling for a 
food, regardless of whether the food is 

VerDate Mar<15>2010 16:52 May 15, 2014 Jkt 232071 PO 00000 Frm 00074 Fmt 8010 Sfmt 8010 Q:\21\21V2.TXT ofr150 PsN: PC150



65 

Food and Drug Administration, HHS § 101.15 

in conventional food form or dietary 
supplement form, unless: 

(1) The claim is specifically provided 
for in subpart E of this part; and 

(2) The claim conforms to all general 
provisions of this section as well as to 
all specific provisions in the appro-
priate section of subpart E of this part; 

(3) None of the disqualifying levels 
identified in paragraph (a)(4) of this 
section is exceeded in the food, unless 
specific alternative levels have been es-
tablished for the substance in subpart 
E of this part; or unless FDA has per-
mitted a claim despite the fact that a 
disqualifying level of a nutrient is 
present in the food based on a finding 
that such a claim will assist consumers 
in maintaining healthy dietary prac-
tices, and, in accordance with the regu-
lation in subpart E of this part that 
makes such a finding, the label bears a 
disclosure statement that complies 
with § 101.13(h), highlighting the nutri-
ent that exceeds the disqualifying 
level; 

(4) Except as provided in paragraph 
(e)(3) of this section, no substance is 
present at an inappropriate level as de-
termined in the specific provision au-
thorizing the claim in subpart E of this 
part; 

(5) The label does not represent or 
purport that the food is for infants and 
toddlers less than 2 years of age except 
if the claim is specifically provided for 
in subpart E of this part; and 

(6) Except for dietary supplements or 
where provided for in other regulations 
in part 101, subpart E, the food con-
tains 10 percent or more of the Ref-
erence Daily Intake or the Daily Ref-
erence Value for vitamin A, vitamin C, 
iron, calcium, protein, or fiber per ref-
erence amount customarily consumed 
prior to any nutrient addition. 

(f) The requirements of this section 
do not apply to: 

(1) Infant formulas subject to section 
412(h) of the Federal Food, Drug, and 
Cosmetic Act, and 

(2) Medical foods defined by section 
5(b) of the Orphan Drug Act. 

(g) Applicability. The requirements of 
this section apply to foods intended for 
human consumption that are offered 
for sale, regardless of whether the 

foods are in conventional food form or 
dietary supplement form. 

[58 FR 2533, Jan. 6, 1993; 58 FR 17097, Apr. 1, 
1993, as amended at 58 FR 44038, Aug. 18, 1993; 
59 FR 425, Jan. 4, 1994; 59 FR 15050, Mar. 31, 
1994; 61 FR 40332, Aug. 2, 1996; 62 FR 49867, 
Sept. 23, 1997; 63 FR 26980, May 15, 1998; 66 FR 
17358, Mar. 30, 2001] 

§ 101.15 Food; prominence of required 
statements. 

(a) A word, statement, or other infor-
mation required by or under authority 
of the act to appear on the label may 
lack that prominence and conspicuous-
ness required by section 403(f) of the 
act by reason (among other reasons) of: 

(1) The failure of such word, state-
ment, or information to appear on the 
part or panel of the label which is pre-
sented or displayed under customary 
conditions of purchase; 

(2) The failure of such word, state-
ment, or information to appear on two 
or more parts or panels of the label, 
each of which has sufficient space 
therefor, and each of which is so de-
signed as to render it likely to be, 
under customary conditions of pur-
chase, the part or panel displayed; 

(3) The failure of the label to extend 
over the area of the container or pack-
age available for such extension, so as 
to provide sufficient label space for the 
prominent placing of such word, state-
ment, or information; 

(4) Insufficiency of label space (for 
the prominent placing of such word, 
statement, or information) resulting 
from the use of label space for any 
word, statement, design, or device 
which is not required by or under au-
thority of the act to appear on the 
label; 

(5) Insufficiency of label space (for 
the prominent placing of such word, 
statement, or information) resulting 
from the use of label space to give ma-
terially greater conspicuousness to any 
other word, statement, or information, 
or to any design or device; or 

(6) Smallness or style of type in 
which such word, statement, or infor-
mation appears, insufficient back-
ground contrast, obscuring designs or 
vignettes, or crowding with other writ-
ten, printed, or graphic matter. 

(b) No exemption depending on insuf-
ficiency of label space, as prescribed in 
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regulations promulgated under section 
403 (e) or (i) of the act, shall apply if 
such insufficiency is caused by: 

(1) The use of label space for any 
word, statement, design, or device 
which is not required by or under au-
thority of the act to appear on the 
label; 

(2) The use of label space to give 
greater conspicuousness to any word, 
statement, or other information than 
is required by section 403(f) of the act; 
or 

(3) The use of label space for any rep-
resentation in a foreign language. 

(c)(1) All words, statements, and 
other information required by or under 
authority of the act to appear on the 
label or labeling shall appear thereon 
in the English language: Provided, how-
ever, That in the case of articles dis-
tributed solely in the Commonwealth 
of Puerto Rico or in a Territory where 
the predominant language is one other 
than English, the predominant lan-
guage may be substituted for English. 

(2) If the label contains any represen-
tation in a foreign language, all words, 
statements, and other information re-
quired by or under authority of the act 
to appear on the label shall appear 
thereon in the foreign language: Pro-
vided, however, That individual serving- 
size packages of foods containing no 
more than 11⁄2 avoirdupois ounces or no 
more than 11⁄2 fluid ounces served with 
meals in restaurants, institutions, and 
passenger carriers and not intended for 
sale at retail are exempt from the re-
quirements of this paragraph (c)(2), if 
the only representation in the foreign 
language(s) is the name of the food. 

(3) If any article of labeling (other 
than a label) contains any representa-
tion in a foreign language, all words, 
statements, and other information re-
quired by or under authority of the act 
to appear on the label or labeling shall 
appear on such article of labeling. 

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

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

WARNING—Avoid spraying in eyes. Con-
tents under pressure. Do not puncture or in-

cinerate. Do not store at temperature above 
120 °F. Keep out of reach of children. 

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

(3) In the case of products packaged 
in glass containers, the word ‘‘break’’ 
may be substituted for the word 
‘‘puncture’’ in the warning required by 
paragraph (a)(1) of this section. 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

NOTICE: Use this product as a food supple-
ment only. Do not use for weight reduction. 

(4) The provisions of this paragraph 
are separate from and in addition to 
any labeling requirements promulgated 
by the Federal Trade Commission for 
protein supplements. 

(5) Protein products shipped in bulk 
form for use solely in the manufacture 
of other foods and not for distribution 
to consumers in such container are ex-

empt from the labeling requirements of 
this paragraph. 

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

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

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

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

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

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

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

(5) The warning statement required 
by paragraph (e)(1) of this section shall 
be set off in a box by use of hairlines. 

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

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

(g) Juices that have not been specifi-
cally processed to prevent, reduce, or 
eliminate the presence of pathogens. (1) 
For purposes of this paragraph (g), 
‘‘juice’’ means the aqueous liquid ex-
pressed or extracted from one or more 
fruits or vegetables, purees of the edi-
ble portions of one or more fruits or 
vegetables, or any concentrate of such 
liquid or puree. 

(2) The label of: 
(i) Any juice that has not been proc-

essed in the manner described in para-
graph (g)(7) of this section; or 

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

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

(3) The warning statement required 
by this paragraph (g) shall not apply to 
juice that is not for distribution to re-
tail consumers in the form shipped and 

that is for use solely in the manufac-
ture of other foods or that is to be 
processed, labeled, or repacked at a 
site other than originally processed, 
provided that for juice that has not 
been processed in the manner described 
in paragraph (g)(7) of this section, the 
lack of such processing is disclosed in 
documents accompanying the juice, in 
accordance with the practice of the 
trade. 

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

(5) The word ‘‘WARNING’’ shall be 
capitalized and shall appear in bold 
type. 

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

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

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

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

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

(h) Shell eggs. (1) The label of all shell 
eggs, whether in intrastate or inter-
state commerce, shall bear the fol-
lowing statement: 

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

(2) The label statement required by 
paragraph (h)(1) of this section shall 
appear prominently and conspicuously, 
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with the words ‘‘SAFE HANDLING IN-
STRUCTIONS’’ in bold type, on the 
principal display panel, the informa-
tion panel, or on the inside of the lid of 
egg cartons. If this statement appears 
on the inside of the lid, the words 
‘‘Keep Refrigerated’’ must appear on 
the principal display panel or informa-
tion panel. 

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

(4) Shell eggs that have been, before 
distribution to consumers, specifically 
processed to destroy all viable Sal-
monella shall be exempt from the re-
quirements of paragraph (h) of this sec-
tion. 

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

(6) Under sections 311 and 361 of the 
Public Health Service Act (PHS Act), 
any State or locality that is willing 
and able to assist the agency in the en-
forcement of paragraphs (h)(1) through 
(h)(5) of this section, and is authorized 
to inspect or regulate establishments 
handling packed shell eggs, may in its 
own jurisdiction, enforce paragraphs 
(h)(1) through (h)(5) of this section 
through inspections under paragraph 
(h)(8) of this section and through ad-
ministrative enforcement remedies 
identified in paragraph (h)(7) of this 
section until FDA notifies the State or 
locality in writing that such assistance 
is no longer needed. When providing 
such assistance, a State or locality 
may follow the hearing procedures set 
out in paragraphs (h)(7)(ii)(C) through 
(h)(7)(ii)(D) of this section, sub-
stituting, where necessary, appropriate 
State or local officials for designated 
FDA officials or may utilize State or 
local hearing procedures if such proce-
dures satisfy due process. 

(7) This paragraph (h) is established 
under authority of both the Federal 
Food, Drug, and Cosmetic Act (the act) 
and the PHS Act. Under the act, the 
agency can enforce the food mis-

branding provisions under 21 U.S.C. 331, 
332, 333, and 334. However, 42 U.S.C. 264 
provides for the issuance of imple-
menting enforcement regulations; 
therefore, FDA has established the fol-
lowing administrative enforcement 
procedures for the relabeling, diver-
sion, or destruction of shell eggs and 
informal hearings under the PHS Act: 

(i) Upon finding that any shell eggs 
are in violation of this section an au-
thorized FDA representative or State 
or local representative in accordance 
with paragraph (h)(6) of this section 
may order such eggs to be relabeled 
under the supervision of said represent-
ative, diverted, under the supervision 
of said representative for processing in 
accordance with the Egg Products In-
spection Act (EPIA) (21 U.S.C. 1031 et 
seq.), or destroyed by or under the su-
pervision of an officer or employee of 
the FDA, or, if applicable, of the State 
or locality, in accordance with the fol-
lowing procedures: 

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

(B) Issuance of order. The order shall 
include the following information: 

(1) A statement that the shell eggs 
identified in the order are subject to 
relabeling, diversion for processing in 
accordance with the EPIA, or destruc-
tion; 

(2) A detailed description of the facts 
that justify the issuance of the order; 
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(3) The location of the eggs; 
(4) A statement that these eggs shall 

not be sold, distributed, or otherwise 
disposed of or moved except as pro-
vided in paragraph (h)(7)(i)(E) of this 
section; 

(5) Identification or description of 
the eggs; 

(6) The order number; 
(7) The date of the order; 
(8) The text of this entire section; 
(9) A statement that the order may 

be appealed by written appeal or by re-
questing an informal hearing; 

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

(11) The location and telephone num-
ber of the responsible office or agency 
and the name of its director. 

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

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

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

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

(i) Relabel, divert them for proc-
essing in accordance with the EPIA, or 
destroy them, or 

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

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

(4) The order number and the date of 
the order, and the name of the govern-
ment representative who issued the 
order. 

(E) Sale or other disposition of shell 
eggs under order. After service of the 
order, the person in possession of the 

shell eggs that are the subject of the 
order shall not sell, distribute, or oth-
erwise dispose of or move any eggs sub-
ject to the order unless and until the 
notice is withdrawn after an appeal ex-
cept, after notifying FDA’s district of-
fice or, if applicable, the State or local 
agency in writing, to: 

(1) Relabel, divert, or destroy them 
as specified in paragraph (h)(7)(i) of 
this section, or 

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

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

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

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

(C) Informal hearing. Appearance by 
any appellant at the hearing may be by 
mail or in person, with or without 
counsel. The informal hearing shall be 
conducted by the FDA Regional Food 
and Drug Director or his designee, and 
a written summary of the proceedings 
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shall be prepared by the FDA Regional 
Food and Drug Director. 

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

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

(3) The hearing shall be informal in 
nature, and the rules of evidence do not 
apply. No motions or objections relat-
ing to the admissibility of information 
and views will be made or considered, 
but any party may comment upon or 
rebut any information and views pre-
sented by another party. 

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

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

(6) The FDA Regional Food and Drug 
Director shall include as part of the re-
port of the hearing a finding on the 
credibility of witnesses (other than ex-
pert witnesses) whenever credibility is 
a material issue, and shall include a 

recommended decision, with a state-
ment of reasons. 

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

(E) Regional Food and Drug Director 
decision. If, based on the evidence pre-
sented at the hearing or by the appel-
lant in a written appeal, the FDA Re-
gional Food and Drug Director finds 
that the shell eggs were held in viola-
tion of this section, he shall affirm the 
order that they be relabeled, diverted 
under the supervision of an officer or 
employee of the FDA for processing 
under the EPIA, or destroyed by or 
under the supervision of an officer or 
employee of the FDA; otherwise, the 
FDA Regional Food and Drug Director 
shall issue a written notice that the 
prior order is withdrawn. If the FDA 
Regional Food and Drug Director af-
firms the order he shall order that the 
relabeling, diversion, or destruction be 
accomplished within 10-working days 
from the date of the issuance of his de-
cision. The FDA Regional Food and 
Drug Director’s decision shall be ac-
companied by a statement of the rea-
sons for the decision. The decision of 
the FDA Regional Food and Drug Di-
rector shall constitute final agency ac-
tion, reviewable in the courts. 

(F) No appeal. If there is no appeal of 
the order and the person in possession 
of the shell eggs that are subject to the 
order fails to relabel, divert, or destroy 
them within 10-working days, or if the 
demand is affirmed by the FDA Re-
gional Food and Drug Director after an 
appeal and the person in possession of 
such eggs fails to relabel, divert, or de-
stroy them within 10-working days, the 
FDA district office, or, if applicable, 
the State or local agency may des-
ignate an officer or employee to divert 
or destroy such eggs. It shall be unlaw-
ful to prevent or to attempt to prevent 
such diversion or destruction of the 
shell eggs by the designated officer or 
employee. 
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(8) Persons engaged in handling or 
storing packed shell eggs for retail dis-
tribution shall permit authorized rep-
resentatives of FDA to make at any 
reasonable time such inspection of the 
establishment in which shell eggs are 
being held, including inspection and 
sampling of the labeling of such eggs as 
may be necessary in the judgment of 
such representatives to determine com-
pliance with the provisions of this sec-
tion. Inspections may be made with or 
without notice and will ordinarily be 
made during regular business hours. 

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

[42 FR 14308, Mar. 15, 1977, as amended at 42 
FR 22033, Apr. 29, 1977; 49 FR 13690, Apr. 6, 
1984; 49 FR 28548, July 13, 1984; 61 FR 20100, 
May 3, 1996; 62 FR 2249, Jan. 15, 1997; 63 FR 
8118, Feb. 18, 1998; 63 FR 37055, July 8, 1998; 63 
FR 63982, Nov. 18, 1998; 66 FR 17358, Mar. 30, 
2001; 65 FR 76111, Dec. 5, 2000; 72 FR 46378, 
Aug. 20, 2007] 

§ 101.18 Misbranding of food. 
(a) Among representations in the la-

beling of a food which render such food 
misbranded is a false or misleading 
representation with respect to another 
food or a drug, device, or cosmetic. 

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

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

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

(2) A trademark or trade name pro-
vided that as applied to the article in 
question its use is not deceptively 

misdescriptive. A trademark or trade 
name composed in whole or in part of 
geographical words shall not be consid-
ered deceptively misdescriptive if it: 

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

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

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

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

Subpart B—Specific Food Labeling 
Requirements 

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

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

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

Allspice, Anise, Basil, Bay leaves, Caraway 
seed, Cardamon, Celery seed, Chervil, Cin-
namon, Cloves, Coriander, Cumin seed, Dill 
seed, Fennel seed, Fenugreek, Ginger, 
Horseradish, Mace, Marjoram, Mustard 
flour, Nutmeg, Oregano, Paprika, Parsley, 
Pepper, black; Pepper, white; Pepper, red; 
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