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the end of the required incubation pe-
riod except as provided in this para-
graph or paragraph (b) or (c) of this 
section. An establishment wishing to 
ship product prior to the completion of 
the required incubation period shall 
submit a written proposal to the area 
supervisor. Such a proposal shall in-
clude provisions that will assure that 
shipped product will not reach the re-
tail level of distribution before sample 
incubation is completed and that prod-
uct can be returned promptly to the es-
tablishment should such action be 
deemed necessary by the incubation 
test results. Upon receipt of written 
approval from the area supervisor, 
product may be routinely shipped pro-
vided the establishment continues to 
comply with all requirements of this 
subpart. 

(2) Container condition. (i) Normal con-
tainers. Only normal-appearing con-
tainers shall be shipped from an estab-
lishment as determined by an appro-
priate sampling plan or other means 
acceptable to Program employees. 

(ii) Abnormal containers. When abnor-
mal containers are detected by any 
means other than incubation, the es-
tablishment shall inform the inspector 
and the affected code lot(s) shall not be 
shipped until the Program has deter-
mined that the product is safe and sta-
ble. Such a determination will take 
into account the cause and level of 
abnormals in the affected lot(s) as well 
as any product disposition actions ei-
ther taken or proposed by the estab-
lishment. 

(Approved by the Office of Management and 
Budget under control number 0583–0015) 

[51 FR 45634, Dec. 19, 1986, as amended at 57 
FR 37872, Aug. 21, 1992; 57 FR 55443, Nov. 25, 
1992; 62 FR 45027, Aug. 25, 1997; 65 FR 34391, 
May 30, 2000; 65 FR 53533, Sept. 5, 2000] 

§ 381.310 Personnel and training. 
All operators of thermal processing 

systems specified in § 381.305 and con-
tainer closure technicians shall be 
under the direct supervision of a person 
who has successfully completed a 
school of instruction that is generally 
recognized as adequate for properly 
training supervisors of canning oper-
ations. 

[51 FR 45634, Dec. 19, 1986] 

§ 381.311 Recall procedure. 
Establishments shall prepare and 

maintain a current procedure for the 
recall of all canned product covered by 
this subpart. Upon request, the recall 
procedure shall be made available to 
Program employees for review. 

(Approved by the Office of Management and 
Budget under control number 0583–0015) 

Subpart Y—Nutrition Labeling 

SOURCE: 58 FR 675, Jan. 6, 1993, unless oth-
erwise noted. 

§ 381.400 Nutrition labeling of poultry 
products. 

(a) Nutrition labeling shall be pro-
vided for all poultry products intended 
for human consumption and offered for 
sale, except single-ingredient, raw 
products, in accordance with the re-
quirements of § 381.409, except as ex-
empted under § 381.500 of this subpart. 

(b) Nutrition labeling may be pro-
vided for single-ingredient, raw poultry 
products in accordance with the re-
quirements of §§ 381.409 and 381.445. Sig-
nificant participation in voluntary nu-
trition labeling shall be measured by 
the Agency in accordance with 
§§ 381.443 and 381.444 of this subpart. 

[58 FR 675, Jan. 6, 1993, as amended at 60 FR 
197, Jan. 3, 1995] 

EFFECTIVE DATE NOTE: At 75 FR 82166, Dec. 
29, 2010, § 381.400 was revised, effective Jan. 1, 
2012. For the convenience of the user, the re-
vised text is set forth as follows: 

§ 381.400 Nutrition labeling of poultry prod-
ucts. 

(a) Nutrition labeling must be provided for 
all poultry products intended for human con-
sumption and offered for sale, except single- 
ingredient, raw poultry products that are 
not ground or chopped poultry products de-
scribed in § 381.401 and are not major cuts of 
single-ingredient, raw poultry products iden-
tified in § 381.444, unless the product is ex-
empted under § 381.500. Nutrition labeling 
must be provided for the major cuts of sin-
gle-ingredient, raw poultry products identi-
fied in § 381.444, either in accordance with the 
provisions of § 381.409 for nutrition labels, or 
in accordance with the provisions of § 381.445 
for point-of-purchase materials, except as ex-
empted under § 381.500. For all other products 
that require nutrition labeling, including 
ground or chopped poultry products de-
scribed in § 381.401, nutrition labeling must 
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be provided in accordance with the provi-
sions of § 381.409, except as exempted under 
§ 381.500. 

(b) Nutrition labeling may be provided for 
single-ingredient, raw poultry products that 
are not ground or chopped poultry products 
described in § 381.401 and that are not major 
cuts of single-ingredient, raw poultry prod-
ucts identified in § 381.444, either in accord-
ance with the provisions of § 381.409 for nutri-
tion labels, or in accordance with the provi-
sions of § 381.445 for point-of-purchase mate-
rials. 

* * * * * 

§ 381.401 Required nutrition labeling 
of ground or chopped poultry prod-
ucts. 

Nutrition labels must be provided for 
all ground or chopped poultry (kind) 
with or without added seasonings (in-
cluding, but not limited to, ground 
chicken, ground turkey, and (kind) 
burgers) that are intended for human 
consumption and offered for sale, in ac-
cordance with the provisions of 
§ 381.409, except as exempted under 
§ 381.500. 

[75 FR 82166, Dec. 29, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 82166, Dec. 
29, 2010, § 381.401 was added, effective Jan. 1, 
2012. 

§ 381.402 Location of nutrition infor-
mation. 

(a) Nutrition information on a label 
of a packaged poultry product shall ap-
pear on the label’s principal display 
panel or on the information panel, ex-
cept as provided in paragraphs (b) and 
(c) of this section. 

(b) Nutrition information for gift 
packs may be shown at a location 
other than on the product label, pro-
vided that the labels for these products 
bear no nutrition claim. In lieu of on 
the product label, nutrition informa-
tion may be provided by alternate 
means such as product label inserts. 

(c) Poultry products in packages that 
have a total surface area available to 
bear labeling greater than 40 square 
inches but whose principal display 
panel and information panel do not 
provide sufficient space to accommo-
date all required information may use 
any alternate panel that can be readily 
seen by consumers for the nutrition in-
formation. In determining the suffi-

ciency of available space for the nutri-
tion information, the space needed for 
vignettes, designs, and other non-
mandatory label information on the 
principal display panel may be consid-
ered. 

[58 FR 675, Jan. 6, 1993, as amended at 59 FR 
40215, Aug. 8, 1994] 

§§ 381.403–381.407 [Reserved] 

§ 381.408 Labeling of poultry products 
with number of servings. 

The label of any package of a poultry 
product that bears a representation as 
to the number of servings contained in 
such package shall meet the require-
ments of § 381.121(c)(7). 

§ 381.409 Nutrition label content. 
(a) All nutrient and food component 

quantities shall be declared in relation 
to a serving as defined in this section. 

(b)(1) The term ‘‘serving’’ or ‘‘serving 
size’’ means an amount of food custom-
arily consumed per eating occasion by 
persons 4 years of age or older, which is 
expressed in a common household 
measure that is appropriate to the 
product. When the product is specially 
formulated or processed for use by in-
fants or by toddlers, a serving or serv-
ing size means an amount of food cus-
tomarily consumed per eating occasion 
by infants up to 12 months of age or by 
children 1 through 3 years of age, re-
spectively. 

(2) Except as provided in paragraphs 
(b)(8), (b)(12), and (b)(14) of this section 
and for products that are intended for 
weight control and are available only 
through a weight-control or weight- 
maintenance program, the serving size 
declared on a product label shall be de-
termined from the ‘‘Reference Amounts 
Customarily Consumed Per Eating Oc-
casion—General Food Supply’’ (Ref-
erence Amount(s)) that appear in 
§ 381.412(b) using the procedures de-
scribed in this paragraph (b). For prod-
ucts that are both intended for weight 
control 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- 
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control program, e.g., Smith’s Weight 
Control), on the principal display 
panel. However, the Reference 
Amounts in § 381.412(b) shall be used for 
purposes of evaluating whether weight- 
control products that are available 
only through a weight-control program 
qualify for nutrition claims. 

(3) The declaration of nutrient and 
food component content shall be on the 
basis of the product ‘‘as packaged’’ for 
all products, except that single-ingre-
dient, raw products may be declared on 
the basis of the product ‘‘as consumed’’ 
as set forth in § 381.445(a)(1). In addition 
to the required declaration on the basis 
of ‘‘as packaged’’ for products other 
than single ingredient, raw products, 
the declaration may also be made on 
the basis of ‘‘as consumed,’’ provided 
that preparation and cooking instruc-
tions are clearly stated. 

(4) For products in discrete units 
(e.g., chicken wings, and individually 
packaged products within a multi-serv-
ing package), and for products which 
consist of two or more foods packaged 
and presented to be consumed together 
where the ingredient represented as the 
main ingredient is in discrete units 
(e.g., chicken wings and barbecue 
sauce), the serving size shall be de-
clared as follows: 

(i) 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 
Reference Amount for the product cat-
egory. 

(ii) 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. 

(iii) If a unit weighs 67 percent or 
more but less than 200 percent of the 
Reference Amount, the serving size 
shall be one unit. 

(iv) 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. 

(v) For products that have Reference 
Amounts of 100 grams (or milliliter) or 
larger and are individual units within a 
multi-serving package, if a unit con-
tains more than 150 percent but less 

than 200 percent of the Reference 
Amount, the manufacturer may decide 
whether to declare the individual unit 
as 1 or 2 servings. 

(vi) 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., 
chicken wings and barbecue sauce), the 
serving size may be the number of dis-
crete units represented as the main in-
gredient plus proportioned minor in-
gredients used to make the Reference 
Amount for the combined product as 
determined in § 381.412(c). 

(vii) For packages containing several 
individual single-serving containers, 
each of which is labeled with all re-
quired information including nutrition 
labeling as specified in this section 
(i.e., are labeled appropriately for indi-
vidual sale as single-serving con-
tainers), the serving size shall be 1 
unit. 

(5) For products in large discrete 
units that are usually divided for con-
sumption (e.g., pizza, pan of poultry 
lasagna), 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., pizza kit), and for prod-
ucts which consist of two or more foods 
packaged and presented to be con-
sumed together where the ingredient 
represented as the main ingredient is a 
large discrete unit usually divided for 
consumption, the serving size shall be 
the fractional slice of the ready-to-eat 
product (e.g., 1⁄8 quiche, 1⁄4 pizza) that 
most closely approximates the Ref-
erence Amount for the product cat-
egory. The serving size may be the 
fraction of the package used to make 
the Reference Amount for the unpre-
pared product determined in § 381.412(d) 
or the fraction of the large discrete 
unit represented as the main ingre-
dient plus proportioned minor ingredi-
ents used to make the Reference 
Amount of the combined product deter-
mined in § 381.412(c). 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 divi-
sion by 2 or 3. 

(6) For nondiscrete bulk products 
(e.g., whole turkey, turkey breast, 
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ground poultry), and for products 
which consist of two or more foods 
packaged and presented to be con-
sumed together where the ingredient 
represented as the main ingredient is a 
bulk product (e.g., turkey breast and 
gravy), 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 § 381.412(c). 

(7) For labeling purposes, the term 
‘‘common household measure’’ or ‘‘com-
mon household unit’’ means cup, table-
spoon, teaspoon, piece, slice, fraction 
(e.g., 1⁄4 pizza), ounce (oz), or other 
common household equipment used to 
package food products (e.g., jar or 
tray). In expressing serving size in 
household measures, except as speci-
fied in paragraphs (b)(7)(iv), (v), and 
(vi) of this section, the following rules 
shall be used: 

(i) Cups, tablespoons, or teaspoons 
shall be used wherever possible and ap-
propriate. Cups shall be expressed in 1⁄4- 
or 1⁄3-cup increments, tablespoons in 
whole number of tablespoons for quan-
tities less than 1⁄4 cup but greater than 
or equal to 2 tablespoons (tbsp), 1, 11⁄3, 
11⁄2, or 12⁄3 tbsp for quantities less than 
2 tbsp but greater than or equal to 1 
tbsp, and teaspoons in whole number of 
teaspoons for quantities less than 1 
tbsp but greater than or equal to 1 tea-
spoon (tsp), and in 1⁄4-tsp increments 
for quantities less than 1 tsp. 

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

(iii) If cups, tablespoons and 
teaspoons, or units such as piece, slice, 
tray, jar, or fraction are not applicable, 
ounces may be used. Ounce measure-
ments shall be expressed in 0.5-ounce 
increments most closely approxi-
mating the Reference Amount with 
rounding indicated by the use of the 
term ‘‘about’’ (e.g., about 2.5 ounces). 

(iv) A description of the individual 
container or package shall be used for 
single-serving containers and for indi-
vidually packaged products within 

multi-serving containers (e.g., can, 
box, package, meal, or dinner). A de-
scription of the individual unit shall be 
used for other products in discrete 
units (e.g., wing, slice, link, or patty). 

(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., pizza kit), the fraction or 
portion of the package may be used. 

(vi) For products that consist of two 
or more distinct ingredients or compo-
nents packaged and presented to be 
consumed together (e.g., chicken wings 
with a glaze packet), the nutrition in-
formation may be declared for each 
component or as a composite. The serv-
ing size may be provided in accordance 
with the provisions of paragraphs 
(b)(4), (b)(5), and (b)(6) of this section. 

(vii) For nutrition labeling purposes, 
a teaspoon means 5 milliliters (mL), a 
tablespoon means 15 mL, a cup means 
240 mL, and 1 oz in weight means 28 
grams (g). 

(viii) When a serving size, determined 
from the Reference Amount in 
§ 381.412(b) and the procedures described 
in this section, falls exactly half way 
between two serving sizes (e.g., 2.5 
tbsp), manufacturers shall round the 
serving size up to the next incremental 
size. 

(8) 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 per-
cent or more of the applicable Ref-
erence Amount may be labeled as a sin-
gle-serving if the entire content of the 
package can reasonably be consumed 
at a single-eating occasion. 

(9) 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)(8) of this section and shall 
be followed by the equivalent metric 
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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 paragraph (b)(11) of this sec-
tion. However, if a manufacturer vol-
untarily provides the metric quantity 
on products that can be sold as single 
servings, then the numerical value pro-
vided as part of the serving size dec-
laration must be identical to the met-
ric quantity declaration provided as 
part of the net quantity 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, in parenthesis, fol-
lowing the metric measure separated 
by a slash where other common house-
hold measures are used as the primary 
unit for serving size, e.g., 1 slice (28 g/ 
1 oz) for sliced chicken roll. The ounce 
quantity equivalent to the metric 
quantity should be expressed 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, and oz for ounce. 

(10) 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, 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 (e.g., varied (ap-
proximately 8 servings per pound)). 

(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 this section 
(i.e., are labeled appropriately for indi-
vidual sale as single-serving con-
tainers), the number of servings shall 
be the number of individual packages 
within the total package. 

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

(11) The declaration of nutrient and 
food component content shall be on the 
basis of product as packaged or pur-
chased with the exception of products 
that are packed or canned in water, 
brine, or oil but whose liquid packing 
medium is not customarily consumed. 
Declaration of the nutrient and food 
component content of products that 
are packed in liquid which is not cus-
tomarily consumed shall be based on 
the drained solids. 

(12) The serving size for meal-type 
products and main-dish products as de-
fined in § 381.413(l) and § 381.413 (m) in 
single-serve containers will be the en-
tire edible content of the package. 
Serving size for meal-type products and 
main-dish products in multi-serve con-
tainers will be based on the reference 
amount applicable to the product in 
§ 381.412(b) if the product is listed in 
§ 381.412(b). Serving size for meal-type 
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products and main-dish products in 
multi-serve containers that are not 
listed in § 381.412(b) will be based on the 
reference amount according to 
§ 381.412(c), (d), and (e). 

(13) Another column of figures may 
be used to declare the nutrient and 
food component information in the 
same format as required by § 381.409(e), 

(i) Per 100 grams, 100 milliliters, or 1 
ounce of the product as packaged or 
purchased. 

(ii) Per one unit if the serving size of 
a product in discrete units in a multi- 
serving container is more than one 
unit. 

(14) If a product consists of assort-
ments of poultry products (e.g., variety 
packs) in the same package, nutrient 
content shall be expressed on the en-
tire package contents or on each indi-
vidual product. 

(15) If a product is commonly com-
bined with other ingredients or is 
cooked or otherwise prepared before 
eating, and directions for such com-
bination or preparations are provided, 
another column of figures may be used 
to declare the nutrient contents on the 
basis of the product as consumed for 
the product alone (e.g., a cream soup 
mix may be labeled with one set of 
Daily Values for the dry mix (per serv-
ing), and another set for the serving of 
the final soup when prepared (e.g., per 
serving of cream soup mix and 1 cup of 
vitamin D fortified whole milk)): 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. 

(c) The declaration of nutrition infor-
mation on the label or in labeling of a 
poultry product shall contain informa-
tion about the level of the following 
nutrients, except for those nutrients 
whose inclusion, and the declaration of 
amounts, is voluntary as set forth in 
this paragraph. No nutrients or food 
components other than those listed in 
this paragraph as either mandatory or 
voluntary may be included within the 
nutrition label. Except as provided for 
in paragraph (f) or (g) of this section, 
nutrient information shall be presented 
using the nutrient names specified and 
in the following order in the formats 

specified in paragraph (d) or (e) of this 
section. 

(1) ‘‘Calories, total,’’ ‘‘Total calories,’’ 
or ‘‘Calories’’: A statement of the ca-
loric content per serving, expressed to 
the nearest 5-calorie increment up to 
and including 50 calories, and 10-calorie 
increment above 50 calories, except 
that amounts less than 5 calories may 
be expressed as zero. Energy content 
per serving may also be expressed in 
kilojoule units, added in parenthesis 
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, page 25, ‘‘Energy Value of 
Foods—Basis and Derivation,’’ by A. L. 
Merrill and B. K. Watt, United States 
Department of Agriculture (USDA), 
Agriculture Handbook No. 74 (Slightly 
revised February 1973), which is incor-
porated by reference. Table 13 of the 
‘‘Energy Value of Foods—Basis and 
Derivation,’’ Agriculture Handbook No. 
74 is incorporated as it exists on the 
date of approval. This incorporation by 
reference was approved by the Director 
of the Federal Register in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
It is available for inspection at the of-
fice of the FSIS Docket Clerk, Room 
3171, South Building, 14th and Inde-
pendence Avenue, SW., Washington, 
DC, 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. Copies of the incor-
poration by reference are available 
from the Product Assessment Division, 
Regulatory Programs, Food Safety and 
Inspection Service, U.S. Department of 
Agriculture, Room 329, West End Court 
Building, Washington, DC 20250–3700; 

(B) Using the general factors of 4, 4, 
and 9 calories per gram for protein, 
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total carbohydrate, and total fat, re-
spectively, as described in USDA’s Ag-
riculture Handbook No. 74 (Slightly re-
vised February 1973), pages 9–11, which 
is incorporated by reference. Pages 9– 
11, Agriculture Handbook No. 74 is in-
corporated as it exists on the date of 
approval. This incorporation by ref-
erence was approved by the Director of 
the Federal Register 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.); 

(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’s 
Agriculture Handbook No. 74 (Slightly 
revised February 1973), pages 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 
incorporation by reference is given in 
paragraph (c)(1)(i)(A) of this section.); 
or 

(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 21 CFR, or by other means, 
as appropriate. 

(ii) ‘‘Calories from fat’’: A statement 
of the caloric content derived from 
total fat as defined in paragraph (c)(2) 
of this section per serving, expressed to 
the nearest 5-calorie increment, up to 
and including 50 calories, and the near-
est 10-calorie increment above 50 cal-
ories, except that label declaration of 
‘‘calories from fat’’ is not required on 
products that contain less than 0.5 
gram of fat per 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. 

(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 per 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 state-
ment of the number of grams of total 
fat per 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 per 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 per serving if no claims are made 
about fat or cholesterol content, and if 
‘‘calories from saturated fat’’ is not de-
clared. Saturated 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. 

(A) ‘‘Stearic Acid’’ (VOLUNTARY): A 
statement of the number of grams of 
stearic acid per serving may be de-
clared voluntarily, except that when a 
claim is made about stearic acid, label 
declaration shall be required. Stearic 
acid content shall be indented under 
saturated fat and expressed to the 
nearest 0.5 (1⁄2)-gram increment below 5 
grams and the nearest gram increment 
above 5 grams. If the serving contains 
less than 0.5 gram, the content shall be 
expressed as zero. 

(B) [Reserved] 
(ii) ‘‘Polyunsaturated fat’’ or ‘‘Poly-

unsaturated’’ (VOLUNTARY): A state-
ment of the number of grams of poly-
unsaturated fat per 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 product other than one that 
meets the criteria in § 381.462(b)(1) for a 
claim for ‘‘fat free,’’ label declaration of 
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polyunsaturated fat is required. Poly-
unsaturated fat content shall be in-
dented and expressed as grams per 
serving to the nearest 0.5 (1⁄2)-gram in-
crement below 5 grams and to the near-
est gram increment above 5 grams. If 
the serving contains less than 0.5 gram, 
the content shall be expressed as zero. 

(iii) ‘‘Monounsaturated fat’’ or 
‘‘Monounsaturated’’ (VOLUNTARY): A 
statement of the number of grams of 
monounsaturated fat per 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 product other 
than one that meets the criteria in 
§ 381.462(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 per 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 of choles-
terol per serving and make no claim 
about fat, fatty acids, or cholesterol 
content, or such products may state 
the cholesterol content as zero. If the 
product contains 2 to 5 milligrams of 
cholesterol per serving, the content 
may be stated as ‘‘less than 5 milli-
grams.’’ 

(4) ‘‘Sodium’’: A statement of the 
number of milligrams of sodium per 
serving 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 milligrams 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 per serving may be de-
clared voluntarily, except that when a 
claim is made about potassium con-

tent, label declaration shall be re-
quired. Potassium content shall be ex-
pressed as zero when the serving con-
tains less than 5 milligrams of potas-
sium, to the nearest 5-milligram incre-
ment when the serving contains 5 to 
140 milligrams of potassium, and to the 
nearest 10-milligram increment when 
the serving contains greater than 140 
milligrams. 

(6) ‘‘Carbohydrate, total’’ or ‘‘Total 
carbohydrate’’: A statement of the 
number of grams of total carbohydrate 
per serving expressed to the nearest 
gram, except that if a serving contains 
less than 1 gram, the statement ‘‘Con-
tains less than 1 gram’’ or ‘‘less than 1 
gram’’ may be used as an alternative, 
or, if the serving contains less than 0.5 
gram, the content may be expressed as 
zero. Total carbohydrate content shall 
be calculated by subtraction of the sum 
of the crude protein, total fat, mois-
ture, and ash from the total weight of 
the product. This calculation method is 
described in USDA’s Agriculture Hand-
book No. 74 (Slightly revised February 
1973), pages 2 and 3, which is incor-
porated by reference. Pages 2 and 3, Ag-
riculture Handbook No. 74 is incor-
porated as it exists on the date of ap-
proval. This incorporation by reference 
was approved by the Director of the 
Federal Register 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.). 

(i) ‘‘Dietary fiber’’: A statement of the 
number of grams of total dietary fiber 
per serving, indented and expressed to 
the nearest gram, except that if a serv-
ing contains less than 1 gram, declara-
tion 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 con-
tains less than 0.5 gram, the content 
may be expressed as zero. 

(A) ‘‘Soluble fiber’’ (VOLUNTARY): A 
statement of the number of grams of 
soluble dietary fiber per 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 
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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 per serving may 
be declared voluntarily except when a 
claim is made on the label or in label-
ing about insoluble fiber, label declara-
tion shall be required. Insoluble 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. 

(ii) ‘‘Sugars’’: A statement of the 
number of grams of sugars per serving, 
except that label declaration of sugars 
content is not required for products 
that contain less than 1 gram of sugars 
per serving if no claims are made about 
sweeteners, sugars, or sugar alcohol 
content. Sugars shall be defined as the 
sum of all free mono- and disaccharides 
(such as glucose, fructose, lactose, and 
sucrose). Sugars 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 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. 

(iii) ‘‘Sugar alcohol’’ (VOLUNTARY): 
A statement of the number of grams of 
sugar alcohols per 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 product, sugar alcohol content 
shall be declared. For nutrition label-
ing purposes, sugar alcohols are defined 
as the sum of saccharide derivatives in 
which a hydroxyl group replaces a ke-
tone or aldehyde group and whose use 
in the food is listed by FDA (e.g., 
mannitol or xylitol) or is generally rec-
ognized as safe (e.g., sorbitol). In lieu 
of the term ‘‘sugar alcohol,’’ the name 
of the specific sugar alcohol (e.g., 

‘‘xylitol’’) present in the product may 
be used in the nutrition label, provided 
that only one sugar alcohol is present 
in the product. Sugar alcohol content 
shall be indented and expressed to the 
nearest gram, except that if a serving 
contains less than 1 gram, the state-
ment ‘‘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. 

(iv) ‘‘Other carbohydrate’’ (VOL-
UNTARY): A statement of the number 
of grams of other carbohydrate per 
serving may be declared voluntarily. 
Other carbohydrate shall be defined as 
the difference between total carbo-
hydrate and the sum of dietary fiber, 
sugars, and sugar alcohol, except that 
if sugar alcohol is not declared (even if 
present), it shall be defined as the dif-
ference between total carbohydrate and 
the sum of dietary fiber and sugars. 
Other carbohydrate 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 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 per serving 
expressed to the nearest gram, except 
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 products 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 product 
represented or purported to be for chil-
dren 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 ex-
pressed as a percent, either of the fol-
lowing shall be placed adjacent to the 
declaration of protein content by 
weight: The statement ‘‘not a signifi-
cant source of protein,’’ or a listing 
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aligned under the column headed ‘‘Per-
cent Daily Value’’ 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 Daily Reference Value (DRV) or 
Reference Daily Intake (RDI), as appro-
priate, for protein and expressed as per-
cent of Daily Value. When the protein 
quality in a product as measured by 
the Protein Efficiency Ratio (PER) is 
less than 40 percent of the reference 
standard (casein) for a product rep-
resented or purported to be for infants, 
the statement ‘‘not a significant source 
of protein’’ shall be placed adjacent to 
the declaration of protein content. Pro-
tein content may be calculated on the 
basis of the factor of 6.25 times the ni-
trogen content of the food as deter-
mined by appropriate methods of anal-
ysis in accordance with § 381.409(h), ex-
cept when the procedure for a specific 
food requires another factor. 

(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 in-
fants or children under 4 years of age. 
When such a declaration is provided, it 
shall be placed on the label adjacent to 
the statement of grams of protein and 
aligned under the column headed ‘‘Per-
cent Daily Value,’’ and expressed to the 
nearest whole percent. However, the 
percentage of the RDI for protein shall 
not be declared if the product is rep-
resented or purported to be for infants 
and the protein quality value is less 
than 40 percent of the reference stand-
ard. 

(ii) The corrected amount of protein 
(grams) per serving for products rep-
resented or purported to be for adults 
and children 1 or more years of age is 
equal to the actual amount of protein 
(grams) per serving multiplied by the 
amino acid score corrected for protein 
digestibility. 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 in ‘‘Protein Quality Evaluation, 
Report of the Joint FAO/WHO Expert 
Consultation on Protein Quality Eval-
uation,’’ Rome, 1990, which is incor-
porated by reference. Sections 5.4.1, 
7.2.1, and 8 of 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 as 
it exists on the date of approval. This 
incorporation by reference was ap-
proved by the Director of the Federal 
Register in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51. It is available 
for inspection at the office of the FSIS 
Docket Clerk, Room 3171, South Build-
ing, 14th and Independence Avenue, 
SW., Washington, DC, or at the Na-
tional Archives and Records Adminis-
tration (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. Copies of the incor-
poration by reference are available 
from the Product Assessment Division, 
Regulatory Programs, Food Safety and 
Inspection Service, U.S. Department of 
Agriculture, Room 329, West End Court 
Building, Washington, DC 20250–3700. 
For products represented or purported 
to be 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 quality value. The rel-
ative protein quality value shall be de-
termined by dividing the subject prod-
uct’s protein PER value by the PER 
value for casein. If the relative protein 
value is above 1.00, it shall be set at 
1.00. 

(iii) For the purpose of labeling with 
a percent of the 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 chil-
dren less than 4 years of age, infants, 
pregnant women, and lactating women 
shall be 16 grams, 14 grams, 60 grams, 
and 65 grams, respectively. 

(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 
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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) through (g) of this sec-
tion, products represented or purported 
to be for use by infants, children less 
than 4 years of age, pregnant women, 
or lactating women shall use the RDI’s 
that are specified for the intended 
group. For products represented or pur-
ported to be for use by both infants and 
children under 4 years of age, the per-
cent of Daily Value shall be presented 
by separate declarations according to 
paragraph (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 values for pregnant women 
and for lactating women shall be de-
clared separately on products rep-
resented or purported 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 la-
beling, and equal prominence shall be 
given to both values in all such label-
ing. All other products 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, or 
when a claim is made about them. 
Other vitamins and minerals need not 
be declared if neither the nutrient nor 
the component is otherwise referred to 
on the label or in labeling or adver-
tising 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 
product; or 

(B) Included in a product solely for 
technological purposes and declared 
only in the ingredients statement. The 
declaration may also include any of the 
other vitamins and minerals listed in 
paragraph (c)(8)(iv) of this section 
when they are naturally occurring in 

the food. The additional vitamins and 
minerals shall be listed in the order es-
tablished 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).’’ Alternatively, if vitamin 
A, vitamin C, calcium, or iron is 
present in amounts less than 2 percent 
of the RDI, label declaration of the nu-
trient(s) is not required if the state-
ment ‘‘Not a significant source of 
llll (listing the vitamins or min-
erals omitted)’’ is placed at the bottom 
of the table of nutrient values. 

(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, 1.0 gram 
Iron, 18 milligrams 
Vitamin D, 400 International Units 
Vitamin E, 30 International Units 
Thiamin, 1.5 milligrams 
Riboflavin, 1.7 milligrams 
Niacin, 20 milligrams 
Vitamin B6, 2.0 milligrams 
Folate, 0.4 milligram 
Vitamin B12, 6 micrograms 
Biotin, 0.3 milligram 
Pantothenic acid, 10 milligrams 
Phosphorus, 1.0 gram 
Iodine, 150 micrograms 
Magnesium, 400 milligrams 
Zinc, 15 milligrams 
Copper, 2.0 milligrams 

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

Vitamin C—Ascorbic acid 
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Thiamin—Vitamin B1 
Riboflavin—Vitamin B2 
Folate—Folacin 
Calories—Energy 

(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 
of Daily Value of vitamin A in the 
product (e.g., ‘‘Percent Daily Value: Vi-
tamin A 50 (90 percent as beta-caro-
tene)’’). When declared, the percentages 
shall be expressed in the same incre-
ments 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 measurement DRV 

Fat ................................... grams (g) ........................ 65 
Saturated fatty acids ....... ......do ............................. 20 
Cholesterol ...................... milligrams (mg) ............... 300 
Total carbohydrate .......... grams (g) ........................ 300 
Fiber ................................ ......do ............................. 25 
Sodium ............................ milligrams (mg) ............... 2400 
Potassium ....................... ......do ............................. 3500 
Protein ............................. grams (g) ........................ 50 

(d)(1) Nutrient information specified 
in paragraph (c) of this section shall be 
presented on products in the following 
format, except on products on which 
dual columns of nutrition information 
are declared as provided for in para-
graph (e) of this section, on those prod-
ucts on which the simplified format is 
permitted to be used as provided for in 
paragraph (f) of this section, on prod-
ucts for infants and children less than 
4 years of age as provided for in 
§ 381.500(c), and on products in packages 
that have a total surface area available 
to bear labeling of 40 or less square 
inches as provided for in paragraph (g) 
of this section. 

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

contrasting background whenever prac-
tical. 

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

(A) A single easy-to-read type 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, 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 informa-
tion 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, Choles-
terol, Sodium, Potassium, Total carbo-
hydrate, and Protein), and the percent-
age amounts required by paragraph 
(d)(7)(ii) of this section shall be high-
lighted 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 calorie 
statements required in paragraph (d)(5) 
of this section and shall separate each 
nutrient and its corresponding percent 
of Daily Value required in paragraphs 
(d)(7)(i) and (d)(7)(ii) of this section 
from the nutrient and percent of Daily 
Value above and below it. 

(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 
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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. 

(3) Information on serving size shall 
immediately follow the heading. Such 
information shall include: 

(i) ‘‘Serving Size’’: A statement of the 
serving size as specified in paragraph 
(b)(9) 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)(8) of this sec-
tion. 

(4) A subheading ‘‘Amount Per Serv-
ing’’ shall be separated from serving 
size information by a bar. 

(5) Information on calories shall im-
mediately follow the heading ‘‘Amount 
Per Serving’’ and shall be declared in 
one line, leaving sufficient space be-
tween the declaration of ‘‘Calories’’ and 
‘‘Calories from fat’’ to allow clear dif-
ferentiation, or, if ‘‘Calories from satu-
rated fat’’ is declared, in a column with 
total ‘‘Calories’’ at the top, followed by 
‘‘Calories from fat’’ (indented), and 
‘‘Calories from saturated fat’’ (in-
dented). 

(6) The column heading ‘‘% Daily 
Value,’’ followed by an asterisk (e.g., 
‘‘% Daily Value*’’), shall be separated 
from information on calories by a bar. 
The position of this column heading 
shall allow for a list of nutrient 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 heading ‘‘Percent Daily Value,’’ 
‘‘Percent DV,’’ or ‘‘% DV’’ may be sub-
stituted for ‘‘% Daily Value.’’ 

(7) Except as provided for in para-
graph (g) of this section, and except as 
permitted by § 381.500(d)(2), nutrient in-
formation for both mandatory and any 
voluntary nutrients listed in paragraph 
(c) of this section that are to be de-
clared in the nutrition label, except vi-
tamins and minerals, shall be declared 
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 
‘‘mg’’ for milligrams. 

(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, 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 cal-
orie diet. Your daily values may be 
higher or lower depending on your cal-
orie 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 ....... 2400 mg 2400 mg 
Total carbo-

hydrate.
........................ 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 
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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 value of 65 g in the column 
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 (g)(2) of this section may be 
used within the footnote. 

(10) Caloric conversion information 
on a per-gram basis for fat, carbo-
hydrate, and protein may be presented 
beneath the information required in 
paragraph (d)(9), separated from that 
information by a hairline. This infor-
mation may be presented horizontally 
(i.e., ‘‘Calories per gram: Fat 9, Carbo-
hydrate 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 of 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 percent of 
Daily Value information given to the 
left. The caloric conversion informa-
tion 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 inches) 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 in which 
the footnote required by paragraph 
(d)(9) of the section is given to the far 
right of the label, and additional vita-
mins and minerals beyond the four 
that are required (i.e., vitamin A, vita-
min C, calcium, and iron) are arrayed 
horizontally following declarations of 
the required vitamins and minerals. 

(12) The following sample label illus-
trates the provisions of paragraph (d) 
of this section: 
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(13)(i) Nutrition labeling on the outer 
label of packages of poultry products 
that contain two or more products in 
the same packages (e.g., variety packs) 
or of packages that are used inter-

changeably for the same type of food 
(e.g., poultry salad containers) may use 
an aggregate display. 

(ii) Aggregate displays shall comply 
with format requirements of paragraph 
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(d) of this section to the maximum ex-
tent possible, except that the identity 
of each food shall be specified to the 
right of 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 columns 
under the name of each food. 

(14) When nutrition labeling appears 
in a second language, the nutrition in-
formation may be presented in a sepa-
rate nutrition label for each language 
or in one nutrition label with the infor-
mation in the second language fol-
lowing that in English. Numeric char-
acters that are identical in both lan-
guages need not be repeated (e.g., 
‘‘Protein/Proteinas 2 g’’). All required 
information must be included in both 
languages. 

(e) Nutrition information may be pre-
sented for two or more forms of the 
same product (e.g., both ‘‘raw’’ and 
‘‘cooked’’) or for common combinations 
of foods as provided for in paragraph 
(b) of this section, or for different units 
(e.g., per 100 grams) as provided for in 
paragraph (b) of this section, or for two 
or more groups for which RDI’s are es-
tablished (e.g., both infants and chil-
dren less than 4 years of age) as pro-
vided for in paragraph (c)(8)(i) of this 
section. When such dual labeling is pro-
vided, equal prominence shall be given 
to both sets of values. Information 
shall be presented in a format con-
sistent with paragraph (d) of this sec-
tion, 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 
product (e.g., ‘‘raw’’ and ‘‘roasted’’), the 
combinations of foods, the units, or the 
RDI groups that are being declared. 
The column representing the product 
as packaged and according to the label 
serving size based on the Reference 
Amount in § 381.412(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 product, for combinations of 
foods, or for different units, total cal-
ories and calories from fat (and cal-
ories from saturated fat, when de-
clared) shall be listed in a column and 
indented as specified in paragraph 

(d)(5) of this section with quantitative 
amounts declared 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 
§ 381.412(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 § 381.412(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. 

VerDate Mar<15>2010 14:26 Feb 17, 2011 Jkt 223029 PO 00000 Frm 00568 Fmt 8010 Sfmt 8010 Y:\SGML\223029.XXX 223029jd
jo

ne
s 

on
 D

S
K

8K
Y

B
LC

1P
R

O
D

 w
ith

 C
F

R



559 

Food Safety and Inspection Service, USDA § 381.409 

(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 col-
umns directly under the column head-

ings set forth in paragraph (e)(1) of this 
section. 

(5) The following sample label illus-
trates the provisions of paragraph (e) 
of this section: 

VerDate Mar<15>2010 14:26 Feb 17, 2011 Jkt 223029 PO 00000 Frm 00569 Fmt 8010 Sfmt 8010 Y:\SGML\223029.XXX 223029jd
jo

ne
s 

on
 D

S
K

8K
Y

B
LC

1P
R

O
D

 w
ith

 C
F

R



560 

9 CFR Ch. III (1–1–11 Edition) § 381.409 

(f)(1) Nutrition information may be 
presented in a simplified format as set 
forth herein when any required nutri-
ents, other than the core nutrients 

(i.e., calories, total fat, sodium, total 
carbohydrate, and protein), are present 
in insignificant amounts. An insignifi-
cant amount shall be defined as that 

VerDate Mar<15>2010 14:26 Feb 17, 2011 Jkt 223029 PO 00000 Frm 00570 Fmt 8010 Sfmt 8010 Y:\SGML\223029.XXX 223029 E
C

11
S

E
91

.0
54

<
/G

P
H

>

jd
jo

ne
s 

on
 D

S
K

8K
Y

B
LC

1P
R

O
D

 w
ith

 C
F

R



561 

Food Safety and Inspection Service, USDA § 381.409 

amount that may be rounded to zero in 
nutrition labeling, except that for total 
carbohydrate, dietary fiber, sugars and 
protein, it shall be an amount 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, sodium, and protein; 

(ii) Any of the following that are 
present in more than insignificant 
amounts: Calories from fat, saturated 
fat, cholesterol, dietary fiber, sugars, 
vitamin A, vitamin C, calcium, and 
iron; and 

(iii) Any vitamins and minerals list-
ed in paragraph (c)(8)(iv) of this section 
when they are added in fortified or fab-
ricated foods. 

(3) Other nutrients that are naturally 
present in the product in more than in-
significant amounts may be volun-
tarily declared as part of the simplified 
format. 

(4) Any required nutrient, other than 
a core nutrient, that is present in an 
insignificant amount may be omitted 
from the tabular listing, provided that 
the following statement is included at 
the bottom of the nutrition label, ‘‘Not 
a significant source of llll.’’ The 
blank shall be filled in with the appro-
priate nutrient or food component. Al-
ternatively, amounts of vitamins and 
minerals present in insignificant 
amounts may be declared by the use of 
an asterisk (or symbol) that is placed 
at the bottom of the table of nutrient 
values and that is followed by the 
statement ‘‘Contains less than 2 per-
cent of the Daily Value of this (these) 
nutrient (nutrients).’’ 

(5) Except as provided for in para-
graph (g) of this section and in 
§ 381.500(c) and (d), nutrient informa-
tion declared in the simplified format 
shall be presented in the same manner 
as specified in paragraphs (d) or (e) of 
this section, except that the footnote 
required in paragraph (d)(9) of this sec-
tion is not required. When the footnote 
is omitted, an asterisk shall be placed 
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’’ represents ‘‘Daily Value.’’ 

(g) 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) of this section and 
§ 381.402(a) by one or more of the fol-
lowing means: 

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

(ii) When nutrition information is 
given in a linear display, the nutrition 
information shall be set off in a box by 
the use of a hairline. The percent Daily 
Value is separated from the quan-
titative amount declaration by the use 
of parenthesis, and all nutrients, both 
principal components and subcompo-
nents, are treated similarly. Bolding is 
required only on the title ‘‘Nutrition 
Facts’’ and is allowed for nutrient 
names for ‘‘Calories,’’ ‘‘Total fat,’’ ‘‘Cho-
lesterol,’’ ‘‘Sodium,’’ ‘‘Total carbo-
hydrate,’’ and ‘‘Protein.’’ 

(2) 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 

(3) 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 
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heading, a statement that ‘‘DV’’ rep-
resents ‘‘Daily Value.’’ 

(4) Presenting the required informa-
tion on any other label panel. 

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

(1) A production lot is a set of food 
production consumer units that are 
from one production shift. Alter-
natively, a collection of consumer 
units of the same size, type, and style 
produced under conditions as nearly 
uniform as possible, designated by a 
common container code or marking, 
constitutes a production lot. 

(2) The sample for nutrient analysis 
shall consist of a composite of a min-
imum of six consumer units, each from 
a production lot. Alternatively, the 
sample for nutrient analysis shall con-
sist of a composite of a minimum of six 
consumer units, each randomly chosen 
to be representative of a production 
lot. In each case, the units may be indi-
vidually analyzed and the results of the 
analyses averaged, or the units would 
be composited and the composite ana-
lyzed. In both cases, the results, wheth-
er an average or a single result from a 
composite, will be considered by the 
Agency to be the nutrient content of a 
composite. All analyses shall be per-
formed by appropriate methods and 
procedures used by the Department for 
each nutrient in accordance with the 
‘‘Chemistry Laboratory Guidebook,’’ or, 
if no USDA method is available and ap-
propriate for the nutrient, by appro-
priate methods for the nutrient in ac-
cordance with the 1990 edition of the 
‘‘Official Methods of Analysis’’ of the 
AOAC International, formerly Associa-
tion of Official Analytical Chemists, 
15th ed., which is incorporated by ref-
erence, unless a particular method of 
analysis is specified in § 381.409(c), or, if 
no USDA, AOAC, or specified method is 
available and appropriate, by other re-
liable and appropriate analytical pro-
cedures as so determined by the Agen-
cy. The ‘‘Official Methods of Analysis’’ 
is incorporated as it exists on the date 
of approval. This incorporation by ref-
erence was approved by the Director of 
the Federal Register in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
Copies may be purchased from the 
AOAC International, 2200 Wilson Blvd., 
Suite 400, Arlington, VA 22201. It is also 

available for inspection 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. 

(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, which would 
make the total amount of such nutri-
ent subject to Class I requirements. 

(4) A product with a label declaration 
of a vitamin, mineral, protein, total 
carbohydrate, dietary fiber, other car-
bohydrate, polyunsaturated or 
monounsaturated fat, or potassium 
shall be deemed to be misbranded 
under section 4(h) of the Poultry Prod-
ucts Inspection Act (21 U.S.C. 453(h)(4)) 
unless it meets the following require-
ments: 

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

(ii) Class II vitamin, mineral, pro-
tein, 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 ac-
tion will be based on a determination 
of a nutrient value which falls below 
this level by an amount less than the 
variability generally recognized for the 
analytical method used in that product 
at the level involved, and inherent nu-
trient variation in a product. 

(5) A product with a label declaration 
of calories, sugars, total fat, saturated 
fat, cholesterol, or sodium shall be 
deemed to be misbranded under section 
4(h) of the Poultry Products Inspection 
Act (21 U.S.C. 453(h)(4)) if the nutrient 
content of the composite is greater 
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than 20 percent in excess 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 which falls above this 
level by an amount less than the varia-
bility generally recognized for the ana-
lytical method used in that product at 
the level involved, and inherent nutri-
ent variation in a product. 

(6) The amount of a vitamin, mineral, 
protein, total carbohydrate, dietary 
fiber, other carbohydrate, polyunsat-
urated or monounsaturated fat, or po-
tassium may vary over labeled 
amounts within good manufacturing 
practice. The amount of calories, sug-
ars, total fat, saturated fat, choles-
terol, or sodium may vary under la-
beled amounts within good manufac-
turing practice. 

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

(8) The management of the establish-
ment must maintain records to support 
the validity of nutrient declarations 
contained on product labels. Such 
records shall be made available to the 
inspector or any duly authorized rep-
resentative of the Agency upon re-
quest. 

(9) The compliance provisions set 
forth in paragraph (h)(1) through (8) of 
this section shall not apply to single- 
ingredient, raw poultry products, in-
cluding those that have been pre-
viously frozen, when nutrition labeling 
is based on the most current represent-
ative data base values contained in 
USDA’s National Nutrient Data Bank 
or its published form, the Agriculture 
Handbook No. 8 series. 

(Paperwork requirements were approved by 
the Office of Management and Budget under 
control number 0583–0088.) 

[58 FR 675, Jan. 6, 1993; 58 FR 43788, Aug. 18, 
1993, as amended at 58 FR 47628, Sept. 10, 
1993; 59 FR 45196, Sept. 1, 1994; 60 FR 197, Jan. 
3, 1995; 60 FR 10304, Feb. 24, 1995; 69 FR 58802, 
Oct. 1, 2004] 

EFFECTIVE DATE NOTE: At 75 FR 82166, Dec. 
29, 2010, § 381.409 was amended as follows, ef-
fective Jan. 1, 2012. 

a. Revise paragraph (b)(3); 
b. Amend paragraph (b)(10) by adding the 

following new sentence at the end of the 
paragraph: ‘‘The declaration of the number of 
servings per container need not be included 
in nutrition labeling of single-ingredient, 

raw poultry products that are not ground or 
chopped poultry products described in 
§ 381.401, including those that have been pre-
viously frozen.’’; 

c. Amend paragraph (b)(11) by adding the 
phrase ‘‘single-ingredient, raw products that 
are not ground or chopped poultry products 
described in § 381.401 and’’ after ‘‘exception 
of’’; 

d. Amend paragraph (d)(3)(ii) by removing 
the period and adding ‘‘or on single-ingre-
dient, raw poultry products that are not 
ground or chopped poultry products de-
scribed in § 381.401.’’ at the end of the para-
graph; 

e. Amend paragraph (e)(3) by adding ‘‘, but 
may be on the basis of ‘as consumed’ for sin-
gle-ingredient, raw poultry products that are 
not ground or chopped poultry products de-
scribed in § 381.401,’’ after ‘‘as packaged’’; and 

f. Amend paragraph (h)(9) by adding, ‘‘that 
are not ground or chopped poultry products 
described in § 381.401’’ after ‘‘products’’, by re-
moving the phrase, ‘‘its published form, the 
Agriculture Handbook No. 8 series’’, and by 
adding, in its place, ‘‘its released form, the 
USDA National Nutrient Database for 
Standard Reference’’, and by removing the 
period and adding the following at the end of 
the paragraph: ‘‘, as provided in § 381.445(e) 
and (f).’’ For the convenience of the user, the 
added and revised text is set forth as follows: 

§ 381.409 Nutrition label content. 

* * * * * 

(b) * * * 
(3) The declaration of nutrient and food 

component content shall be on the basis of 
the product ‘‘as packaged’’ for all products, 
except that single-ingredient, raw products 
that are not ground or chopped poultry prod-
ucts as described in § 381.401 may be declared 
on the basis of the product ‘‘as consumed.’’ 
For single-ingredient, raw products that are 
not ground or chopped poultry products de-
scribed in § 381.401, if data are based on the 
product ‘‘as consumed,’’ the data must be pre-
sented in accordance with § 381.445(d). In ad-
dition to the required declaration on the 
basis of ‘‘as packaged’’ for products other 
than single-ingredient, raw products that are 
not ground or chopped poultry products as 
described in § 381.401, the declaration may 
also be made on the basis of ‘‘as consumed,’’ 
provided that preparation and cooking in-
structions are clearly stated. 

* * * * * 

VerDate Mar<15>2010 14:26 Feb 17, 2011 Jkt 223029 PO 00000 Frm 00573 Fmt 8010 Sfmt 8010 Y:\SGML\223029.XXX 223029jd
jo

ne
s 

on
 D

S
K

8K
Y

B
LC

1P
R

O
D

 w
ith

 C
F

R



564 

9 CFR Ch. III (1–1–11 Edition) §§ 381.410–381.411 

§§ 381.410–381.411 [Reserved] 

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

(a) The general principles followed in 
arriving at the reference amounts cus-
tomarily consumed per eating occasion 
(Reference Amount(s)), as set forth in 
paragraph (b) of this section, are: 

(1) The Reference Amounts are cal-
culated 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) The Reference Amounts are cal-
culated 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 product 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, the mean, median, and mode of 
the consumed amount per eating occa-
sion were considered. 

(5) When survey data were insuffi-
cient, FSIS 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 product 
(e.g., a mixed dish measurable with a 
cup as a main dish and not as a side 
dish). 

(8) The Reference Amounts for prod-
ucts that are consumed as an ingre-
dient of other products, but that may 
also be consumed in the form in which 
they are purchased (e.g., ground poul-
try), are based on use in the form pur-
chased. 

(9) FSIS 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 Product Categories 
and Reference Amounts shall be used 
as the basis for determining serving 
sizes for specific products: 

TABLE 1—REFERENCE AMOUNTS CUSTOMARILY 
CONSUMED PER EATING OCCASION—INFANT 
AND TODDLER FOODS 1,2,3 

Product category Reference 
amount 

Infant & Toddler Foods: 
Dinner Dry Mix ................................................. 15 g 
Dinner, ready-to-serve, strained type .............. 60 g 
Dinner, soups, ready-to-serve junior type ....... 110 g 
Dinner, stew or soup ready-to-serve toddlers 170 g 
Plain poultry and poultry sticks, ready-to-serve 55 g 

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). If not 
listed separately, the Reference Amount for the unprepared 
form (e.g., dehydrated cereal) is the amount required to make 
one Reference Amount of the prepared form. 

3 Manufacturers are required to convert the Reference 
Amount to the label serving size in a household measure 
most appropriate to their specific product using the proce-
dures established by the regulation. 
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TABLE 2—REFERENCE AMOUNTS CUSTOMARILY CONSUMED PER EATING OCCASION—GENERAL FOOD 
SUPPLY 1,2,3,4,5 

Product category 
Reference Amount Reference Amount 

Ready-to-serve Ready-to-cook 

Egg mixtures, (western style omelet, souffle, egg foo young with poul-
try).

110 g n/a 

Salad and potato toppers; e.g., poultry bacon bits ................................... 7 g n/a 
Bacon; e.g., poultry breakfast strips. ........................................................ 15 g 26 g = bacon. 

18 g = breakfast strips 
Dried; e.g., poultry jerky, dried poultry, poultry sausage products with a 

moisture/protein ratio of less than 2:1.
30 g n/a 

Snacks; e.g., poultry snack food sticks ..................................................... 30 g n/a 
Luncheon products, poultry bologna, poultry Canadian style bacon, 

poultry crumbles, poultry luncheon loaf, potted poultry products, poul-
try taco filings.

55 g n/a 

Linked poultry sausage products, poultry franks, poultry Polish sausage, 
smoked or pickled poultry meat, poultry smoked sausage.

55 g n/a 
69 g = uncooked sau-

sage. 
Entrees without sauce, poultry cuts, ready to cook poultry cuts, includ-

ing marinated, tenderized, injected cuts of poultry, poultry corn dogs, 
poultry croquettes, poultry fritters, cured poultry ham products, adult 
pureed poultry.

85 g 114g 

Canned poultry, canned chicken, canned 4 turkey .................................... 55 g n/a 
Entrees with sauce, turkey and gravy ....................................................... 140 g n/a 
Mixed dishes NOT measurable with a cup; 5 e.g., poultry burrito, poultry 

enchiladas, poultry pizza, poultry quiche, all types of poultry sand-
wiches, cracker and poultry lunch-type packages, poultry gyro, poultry 
stromboli, poultry frank on a bun, poultry burger on a bun, poultry 
taco, chicken cordon bleu, poultry calzone, stuffed vegetables with 
poultry, poultry kabobs.

140 g (plus 55 g for prod-
ucts toppings) 

n/a 

Mixed dishes, measurables with a cup; e.g., poultry casserole, maca-
roni and cheese with poultry, poultry pot pie, poultry spaghetti with 
sauce, poultry chili, poultry chili with beans, poultry hash, creamed 
dried poultry, poultry ravioli in sauce, poultry a la king, poultry stew, 
poultry goulash, poultry lasagna, poultry-filled pasta.

1 cup n/a 

Salads—pasta or potato, potato salad with poultry, macaroni and poul-
try salad.

140 g n/a 

Salads—all other, poultry salads, chicken salad, turkey salad ................ 100 g n/a 
Soups—all varieties ................................................................................... 245 g n/a 
Major main entree type sauce; e.g., spaghetti sauce with poultry ........... 125 g n/a 
Minor main entree sauce; e.g., pizza sauce with poultry, gravy .............. 1⁄4 cup n/a 
Seasoning mixes dry, freeze dry, dehydrated, concentrated soup mixes, 

bases, extracts, dried broths and stock/juice, freeze dry trail mix prod-
ucts with poultry.

As reconstituted: Amount to make one Reference Amount of the final 
dish; e.g.— 

Gravy .................................................................................................. 1⁄4 cup n/a 
Major main entree type sauce ........................................................... 125 g n/a 
Soup ................................................................................................... 245 g n/a 
Entree measurable with a cup ........................................................... 1 cup n/a 

1 These values represent the amount of food customarily consumed per eating occasion and were primarily derived from the 
1977–78 and the 1987–88 Nationwide Food Consumption Surveys conducted by the U.S. Department of Agriculture. 

2 Manufacturers are required to convert the Reference Amounts to the label serving size in a household measure most appro-
priate to their specific product using the procedures established by regulation. 

3 Examples listed under Product Category are not all inclusive or exclusive. Examples are provided to assist manufacturers in 
identifying appropriate product Reference Amount. 

4 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. 

5 Pizza sauce is part of the pizza and is not considered to be a sauce topping. 

(c) 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., poultry lunch meat with 
cheese and crackers), the Reference 
Amount for the combined product shall 

be determined using the following 
rules: 

(1) For bulk products, the Reference 
Amount for the combined product shall 
be the Reference Amount, as estab-
lished in paragraph (b) of this section, 
for the ingredient that is represented 
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as the main ingredient plus propor-
tioned amounts of all minor ingredi-
ents. 

(2) For products where the ingredient 
represented as the main ingredient is 
one or more discrete units, the Ref-
erence Amount for the combined prod-
uct shall be either the number of small 
discrete units or the fraction of the 
large discrete unit that is represented 
as the main ingredient that is closest 
to the Reference Amount for that in-
gredient as established in paragraph (b) 
of this section plus proportioned 
amounts of all minor ingredients. 

(3) If the Reference Amounts are in 
compatible units, they shall be 
summed (e.g., ingredients in equal vol-
umes such as tablespoons). If the Ref-
erence Amounts are in incompatible 
units, the weights of the appropriate 
volumes should be used (e.g., grams of 
one ingredient plus gram weight of ta-
blespoons of a second ingredient). 

(d) 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 form, then the Reference 
Amount for the unprepared product 
shall be determined using the following 
rules: 

(1) Except as provided for in para-
graph (d)(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. 

(e) The Reference Amount for an imi-
tation or substitute product or altered 
product as defined in § 381.413(d), such 
as a ‘‘low calorie’’ version, shall be the 
same as for the product for which it is 
offered as a substitute. 

(f) The Reference Amounts set forth 
in paragraphs (b) through (e) of this 
section shall be used in determining 
whether a product meets the criteria 
for nutritional claims. If the serving 
size declared on the product label dif-
fers from the Reference Amount, and 
the product meets the criteria for the 
claim only on the basis of the Ref-
erence Amount, the claim shall be fol-
lowed by a statement that sets forth 
the basis on which the claim is made. 
That statement shall include the Ref-
erence 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. 

(g) The Administrator, on his or her 
own initiative or on behalf of any in-
terested person who has submitted a 
labeling application, may issue a pro-
posal to establish or amend a Product 
Category or Reference Amount identi-
fied in paragraph (b) of this section. 

(1) Labeling applications and sup-
porting documentation to be filed 
under this section shall be submitted 
in quadruplicate, except that the sup-
porting documentation may be sub-
mitted on a computer disc copy. If any 
part of the material submitted is in a 
foreign language, it shall be accom-
panied by an accurate and complete 
English translation. The labeling appli-
cation shall state the applicant’s post 
office address. 

(2) Pertinent information will be con-
sidered as part of an application on the 
basis of specific reference to such infor-
mation submitted to and retained in 
the files of the Food Safety and Inspec-
tion Service. However, any reference to 
unpublished information furnished by a 
person other than the applicant will 
not be considered unless use of such in-
formation is authorized (with the un-
derstanding that such information may 
in whole or part be subject to release 
to the public) in a written statement 
signed by the person who submitted it. 
Any reference to published information 
should be accompanied by reprints or 
photostatic copies of such references. 

(3) The availability for public disclo-
sure of labeling applications, along 
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with supporting documentation, sub-
mitted to the Agency under this sec-
tion will be governed by the rules spec-
ified in subchapter D, title 9. 

(4) Data accompanying the labeling 
application, such as food consumption 
data, shall be submitted on separate 
sheets, suitably identified. If such data 
has already been submitted with an 
earlier labeling application from the 
applicant, the present labeling applica-
tion must provide the data. 

(5) The labeling application must be 
signed by the applicant or by his or her 
attorney or agent, or (if a corporation) 
by an authorized official. 

(6) The labeling application shall in-
clude a statement signed by the person 
responsible for the labeling applica-
tion, that to the best of his or her 
knowledge, it is a representative and 
balanced submission that includes un-
favorable information, as well as favor-
able information, known to him or her 
pertinent to the evaluation of the la-
beling application. 

(7) Labeling applications for a new 
Reference Amount and/or Product Cat-
egory shall be accompanied by the fol-
lowing data which shall be submitted 
in the following form to the Director, 
Food Labeling Division, Regulatory 
Programs, Food Safety and Inspection 
Service, Washington, DC 20250: 

llllllllllllllllllllllll

(Date) 

The undersigned, llllll submits this 
labeling application pursuant to 9 CFR 
381.412 with respect to Reference Amount 
and/or Product Category. 

Attached hereto, in quadruplicate, or on a 
computer disc copy, and constituting a part 
of this labeling application, are the fol-
lowing: 

(i) A statement of the objective of the la-
beling application; 

(ii) A description of the product; 
(iii) A complete sample product label in-

cluding nutrition label, using the format es-
tablished by regulation; 

(iv) A description of the form in which the 
product will be marketed; 

(v) The intended dietary uses of the prod-
uct with the major use identified (e.g., tur-
key as a luncheon meat); 

(vi) 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; 

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

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

(ix) The suggested Reference Amount (the 
amount of edible portion of food as con-
sumed, excluding bone, skin or other inedible 
components) for the population group for 
which the product is intended with full de-
scription of the methodology and procedures 
that were used to determine the suggested 
Reference Amount. In determining the Ref-
erence Amount, general principles and fac-
tors in paragraph (a) of this section should 
be followed. 

(x) The suggested Reference Amount shall 
be expressed in metric units. Reference 
Amounts for foods shall be expressed in 
grams except when common household units 
such as cups, tablespoons, and teaspoons are 
more appropriate or are more likely to pro-
mote uniformity in serving sizes declared on 
product labels. For example, common house-
hold measures would be more appropriate if 
products within the same category differ 
substantially in density such as mixed dishes 
measurable with a cup. 

(A) In expressing the Reference Amount in 
grams, the following general rules shall be 
followed: 

(1) For quantities greater than 10 grams, 
the quantity shall be expressed in nearest 5 
grams increment. 

(2) For quantities less than 10 grams, exact 
gram weights shall be used. 

(B) [Reserved] 
(xi) A labeling application for a new sub-

category of food with its own Reference 
Amount shall include the following addi-
tional information: 

(A) Data that demonstrate that the new 
subcategory of food will be consumed in 
amounts that differ enough from the Ref-
erence Amount for the parent category to 
warrant a separate Reference Amount. Data 
must include sample size, and the mean, 
standard deviation, median, and modal con-
sumed amount per eating occasion for the 
product identified in the labeling application 
and for other products in the category. All 
data must be derived from the same survey 
data. 

(B) Documentation supporting the dif-
ference in dietary usage and product charac-
teristics that affect the consumption size 
that distinguishes the product identified in 
the labeling application from the rest of the 
products in the category. 

(xii) In conducting research to collect or 
process food consumption data in support of 
the labeling application, the following gen-
eral guidelines should be followed. 
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(A) Sampled population selected should be 
representative of the demographic and socio-
economic characteristics of the target popu-
lation group for which the food is intended. 

(B) Sample size (i.e., number of eaters) 
should be large enough to give reliable esti-
mates for customarily consumed amounts. 

(C) The study protocol should identify po-
tential biases and describe how potential bi-
ases are controlled for or, if not possible to 
control, how they affect interpretation of re-
sults. 

(D) The methodology used to collect or 
process data including study design, sam-
pling procedures, materials used (e.g., ques-
tionnaire, interviewer’s manual), procedures 
used to collect or process data, methods or 
procedures used to control for unbiased esti-
mates, and procedures used to correct for 
nonresponse, should be fully documented. 

(xiii) A statement concerning the feasi-
bility of convening associations, corpora-
tions, consumers, and other interested par-
ties to engage in negotiated rulemaking to 
develop a proposed rule. 

Yours very truly, 

Applicant lllllllllllllll

By lllllllllllllllllll

(Indicate authority) 

(8) Upon receipt of the labeling appli-
cation and supporting documentation, 
the applicant shall be notified, in writ-
ing, of the date on which the labeling 
application was received. Such notice 
shall inform the applicant that the la-
beling application is undergoing Agen-
cy review and that the applicant shall 
subsequently be notified of the Agen-
cy’s decision to consider for further re-
view or deny the labeling application. 

(9) Upon review of the labeling appli-
cation and supporting documentation, 
the Agency shall notify the applicant, 
in writing, that the labeling applica-
tion is either being considered for fur-
ther review or that it has been sum-
marily denied by the Administrator. 

(10) If the labeling application is 
summarily denied by the Adminis-
trator, the written notification shall 
state the reasons therefor, including 
why the Agency has determined that 
the proposed Reference Amount and/or 
Product Category is false or mis-
leading. The notification letter shall 
inform the applicant that the applicant 
may submit a written statement by 
way of answer to the notification, and 
that the applicant shall have the right 
to request a hearing with respect to 
the merits or validity of the Adminis-

trator’s decision to deny the use of the 
proposed Reference Amount and/or 
Product Category. 

(i) If the applicant fails to accept the 
determination of the Administrator 
and files an answer and requests a 
hearing, and the Administrator, after 
review of the answer, determines the 
initial determination to be correct, the 
Administrator shall file with the Hear-
ing Clerk of the Department the notifi-
cation, answer, and the request for a 
hearing, which shall constitute the 
complaint and answer in the pro-
ceeding, which shall thereafter be con-
ducted in accordance with the Depart-
ment’s Uniform Rules of Practice. 

(ii) The hearing shall be conducted 
before an administrative law judge 
with the opportunity for appeal to the 
Department’s Judicial Officer, who 
shall make the final determination for 
the Secretary. Any such determination 
by the Secretary shall be conclusive 
unless, within 30 days after receipt of 
notice of such final determination, the 
applicant appeals to the United States 
Court of Appeals for the circuit in 
which the applicant has its principal 
place of business or to the United 
States Court of Appeals for the District 
of Columbia Circuit. 

(11) If the labeling application is not 
summarily denied by the Adminis-
trator, the Administrator shall publish 
in the FEDERAL REGISTER a proposed 
rule to amend the regulations to au-
thorize the use of the Reference 
Amount and/or Product Category. The 
proposal shall also summarize the la-
beling application, including where the 
supporting documentation can be re-
viewed. The Administrator’s proposed 
rule shall seek comment from con-
sumers, the industry, consumer and in-
dustry groups, and other interested 
persons on the labeling application and 
the use of the proposed Reference 
Amount and/or Product Category. 
After public comment has been re-
ceived and reviewed by the Agency, the 
Administrator shall make a determina-
tion on whether the proposed Reference 
Amount and/or Product Category shall 
be approved for use on the labeling of 
poultry products. 

(i) If the Reference Amount and/or 
Product Category is denied by the Ad-
ministrator, the Agency shall notify 
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the applicant, in writing, of the basis 
for the denial, including the reason 
why the Reference Amount and/or 
Product Category on the labeling was 
determined by the Agency to be false 
or misleading. The notification letter 
shall also inform the applicant that the 
applicant may submit a written state-
ment by way of answer to the notifica-
tion, and that the applicant shall have 
the right to request a hearing with re-
spect to the merits or validity of the 
Administrator’s decision to deny the 
use of the proposed Reference Amount 
and/or Product Category. 

(A) If the applicant fails to accept 
the determination of the Adminis-
trator and files an answer and requests 
a hearing, and the Administrator, after 
review of the answer, determines the 
initial determination to be correct, the 
Administrator shall file with the Hear-
ing Clerk of the Department the notifi-
cation, answer, and the request for a 
hearing, which shall constitute the 
complaint and answer in the pro-
ceeding, which shall thereafter be con-
ducted in accordance with the Depart-
ment’s Uniform Rules of Practice. 

(B) The hearing shall be conducted 
before an administrative law judge 
with the opportunity for appeal to the 
Department’s Judicial Officer, who 
shall make the final determination for 
the Secretary. Any such determination 
by the Secretary shall be conclusive 
unless, within 30 days after receipt of 
notice of such final determination, the 
applicant appeals to the United States 
Court of Appeals for the circuit in 
which the applicant has its principal 
place of business or to the United 
States Court of Appeals for the District 
of Columbia. 

(ii) If the Reference Amount and/or 
Product Category is approved, the 
Agency shall notify the applicant, in 
writing, and shall also publish in the 
FEDERAL REGISTER a final rule amend-
ing the regulations to authorize the 
use of the Reference Amount and/or 
Product Category. 

(Paperwork requirements were approved by 
the Office of Management and Budget under 
control number 0583–0088.) 

[58 FR 675, Jan. 6, 1993; 58 FR 43789, Aug. 18, 
1993, as amended at 58 FR 47628, Sept. 10, 
1993; 59 FR 45198, Sept. 1, 1994; 60 FR 207, Jan. 
3, 1995] 

§ 381.413 Nutrient content claims; gen-
eral principles. 

(a) This section applies to poultry 
products that are intended for human 
consumption and that are offered for 
sale. 

(b) A claim which, expressly or by 
implication, characterizes the level of 
a nutrient (nutrient content claim) of 
the type required in nutrition labeling 
pursuant to § 381.409, may not be made 
on a label or in labeling of that product 
unless the claim is made in accordance 
with the applicable provisions in this 
subpart. 

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

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

(i) Describes the product 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 product, be-
cause of its nutrient content, may be 
useful in maintaining healthy dietary 
practices and is made in association 
with an explicit claim or statement 
about a nutrient (e.g., ‘‘healthy, con-
tains 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 
content claims may be made on prod-
ucts intended specifically for use by in-
fants and children less than 2 years of 
age unless the claim is specifically pro-
vided for in subpart Y of this part. 

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

(c) Information that is required or 
permitted by § 381.409 to be declared in 
nutrition labeling, and that appears as 
part of the nutrition label, is not a nu-
trient content claim and is not subject 
to the requirements of this section. If 
such information is declared elsewhere 
on the label or in labeling, it is a nutri-
ent content claim and is subject to the 
requirements for nutrient content 
claims. 
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(d) A ‘‘substitute’’ product is one that 
may be used interchangeably with an-
other product that it resembles, i.e., 
that it is organoleptically, physically, 
and functionally (including shelf life) 
similar to, and that it is not nutrition-
ally 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 product, the prod-
uct may still be considered a substitute 
if the label includes a disclaimer adja-
cent to the most prominent claim as 
defined in paragraph (j)(2)(iii) of this 
section, informing the consumer of 
such difference (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 § 381.121(c) 
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 statement shall be no less than 
one-half the size of the claim but no 
smaller than 1⁄16-inch minimum height, 
except as permitted by § 381.500(d)(2). 

(e)(1) Because the use of a ‘‘free’’ or 
‘‘low’’ claim before the name of a prod-
uct implies that the product differs 
from other products of the same type 
by virtue of its having a lower amount 
of the nutrient, only products that 
have been specially processed, altered, 
formulated, or reformulated so as to 
lower the amount of the nutrient in 
the product, remove the nutrient from 
the product, or not include the nutri-
ent in the product, may bear such a 
claim (e.g., ‘‘low sodium chicken noodle 
soup’’). 

(2) Any claim for the absence of a nu-
trient in a product, or that a product is 
low in a nutrient when the product has 
not been specially processed, altered, 
formulated, or reformulated to qualify 
for that claim shall indicate that the 
product inherently meets the criteria 
and shall clearly refer to all products 
of that type and not merely to the par-
ticular brand to which the labeling at-
taches (e.g., ‘‘chicken breast meat, a 
low sodium food’’). 

(f) A nutrient content claim shall be 
in type size and style no larger than 
two times that of the statement of 

identity and shall not be unduly promi-
nent in type style compared to the 
statement of identity. 

(g) Labeling information required in 
§§ 381.413, 381.454, 381.456, 381.460, 381.461, 
381.462, and 381.480, whose type size is 
not otherwise specified, is required to 
be in letters and/or numbers no less 
than 1⁄16 inch in height, except as per-
mitted by § 381.500(d)(2). 

(h) [Reserved] 
(i) Except as provided in § 381.409 or in 

paragraph (q)(3) of this section, the 
label or labeling of a product may con-
tain a statement about the amount or 
percentage of a nutrient if: 

(1) The use of the statement on the 
product implicitly characterizes the 
level of the nutrient in the product and 
is consistent with a definition for a 
claim, as provided in subpart Y of this 
part, for the nutrient that the label ad-
dresses. Such a claim might be, ‘‘less 
than 10 g of fat per serving;’’ 

(2) The use of the statement on the 
product implicitly characterizes the 
level of the nutrient in the product and 
is not consistent with such a defini-
tion, but the label carries a disclaimer 
adjacent to the statement that the 
product is not ‘‘low’’ in or a ‘‘good 
source’’ of the nutrient, such as ‘‘only 
200 milligrams (mg) sodium per serv-
ing, not a low sodium product.’’ The 
disclaimer must be in easily legible 
print or type and in a size no less than 
required by § 381.121(c) for the net quan-
tity of contents, 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 statement shall be no less 
than one-half the size of the claim but 
no smaller than 1⁄16-inch minimum 
height, except as permitted by 
§ 381.500(d)(2); 

(3) The statement does not in any 
way implicitly characterize the level of 
the nutrient in the product 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 § 381.462(b)(6). 

(j) A product may bear a statement 
that compares the level of a nutrient in 
the product with the level of a nutrient 
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in a reference product. These state-
ments shall be known as ‘‘relative 
claims’’ and include ‘‘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 product must be com-
pared to an amount of nutrient in an 
appropriate reference product as speci-
fied in this paragraph (j). 

(i)(A) For ‘‘less’’ (or ‘‘fewer’’) and 
‘‘more’’ claims, the reference product 
may be a dissimilar product within a 
product category that can generally be 
substituted for one another in the diet 
or a similar product. 

(B) For ‘‘light,’’ ‘‘reduced,’’ and ‘‘added’’ 
claims, the reference product shall be a 
similar product, and 

(ii)(A) For ‘‘light’’ claims, the ref-
erence product shall be representative 
of the type of product that includes the 
product that bears the claim. The nu-
trient value for the reference product 
shall be representative of a broad base 
of products of that type; e.g., a value in 
a representative, valid data base; an 
average value determined from the top 
three national (or regional) brands, a 
market basket norm; or, where its nu-
trient value is representative of the 
product type, a market leader. Firms 
using such a reference nutrient value 
as a basis for a claim, are required to 
provide specific information upon 
which the nutrient value was derived, 
on request, to consumers and appro-
priate regulatory officials. 

(B) For relative claims other than 
‘‘light,’’ including ‘‘less’’ and ‘‘more’’ 
claims, the reference product 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 regular 
product, or that of another manufac-
turer, that has been offered for sale to 
the public on a regular basis for a sub-
stantial period of time in the same geo-
graphic area by the same business enti-
ty or by one entitled to use its trade 
name, provided the name of the com-
petitor is not used on the labeling of 
the product. 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 labeling is in-

ternally consistent (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 product has been modified 
are consistent and will not cause con-
sumer confusion when compared), and 
that the actual modification is at least 
equal to the percentage specified in the 
definition of the claim. 

(2) For products bearing relative 
claims: 

(i) The label or labeling must state 
the identity of the reference product 
and the percent (or fraction) of the 
amount of the nutrient in the reference 
product by which the nutrient has been 
modified, (e.g., ‘‘50 percent less fat than 
‘reference product’ ’’ or ‘‘1⁄3 fewer cal-
ories than ‘reference product’ ’’); and 

(ii) This information shall be imme-
diately adjacent to the most prominent 
claim in easily legible boldface print or 
type, in distinct contrast to other 
printed or graphic matter, that is no 
less than that required by § 381.121(c) 
for net quantity of contents, 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 referral statement shall 
be no less than one-half the size of the 
claim, but no smaller than 1⁄16-inch 
minimum height, except as permitted 
by § 381.500(d)(2). 

(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 size with that in the 
reference product; and 
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(B) This statement shall appear adja-
cent to the most prominent claim or to 
the nutrition information. 

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

(k) The term ‘‘modified’’ may be used 
in the statement of identity of a prod-
uct that bears a relative claim that 
complies with the requirements of this 
part, followed immediately by the 
name of the nutrient whose content 
has been altered (e.g., ‘‘modified fat 
‘product’ ’’). This statement of identity 
must be immediately followed by the 
comparative statement such as ‘‘con-
tains 35 percent less fat than ‘reference 
product’ ’’ The label or labeling must 
also bear the information required by 
paragraph (j)(2) of this section in the 
manner prescribed. 

(l) For purposes of making a claim, a 
‘‘meal-type’’ product will be defined as a 
product that: 

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

(i) Weighing at least 10 ounces per la-
beled serving; and 

(ii) Containing not less than three 40 
gram 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; 
(B) Fruits and vegetables; 
(C) Milk, yogurt, and cheese; 
(D) Meat, poultry, fish, dry beans, 

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

(except for foods in the four food 
groups in paragraph (l)(1)(ii)(A) 
through (D) of this section, that are in 
the sauces), gravies, condiments, rel-
ishes, pickles, olives, jams, jellies, syr-
ups, breadings, or garnishes; and 

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

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

(1) Makes a major contribution to the 
meal by: 

(i) Weighing at least 6 ounces per la-
beled serving; and 

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

(A) Bread, cereal, rice, and pasta; 
(B) Fruits and vegetables; 
(C) Milk, yogurt, and cheese; 
(D) Meat, poultry, fish, dry beans, 

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

(except for foods in the four food 
groups in paragraph (m)(1)(ii)(A) 
through (D) of this section, that are in 
the sauces), gravies, condiments, rel-
ishes, pickles, olives, jams, jellies, syr-
ups, 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 by 
statements, photographs, or vignettes. 

(n) Nutrition labeling in accordance 
with § 381.409 shall be provided for any 
food for which a nutrient content claim 
is made. 

(o) Compliance with requirements for 
nutrient content claims shall be in ac-
cordance with § 381.409(h). 

(p)(1) Unless otherwise specified, the 
reference amount customarily con-
sumed set forth in § 381.412(b) through 
(e) shall be used in determining wheth-
er a product meets the criteria for a 
nutrient content claim. If the serving 
size declared on the product label dif-
fers from the reference amount cus-
tomarily consumed, and the amount of 
the nutrient contained in the labeled 
serving does not meet the maximum or 
minimum amount criterion in the defi-
nition for the descriptor for that nutri-
ent, the claim shall be followed by the 
criteria for the claim as required by 
§ 381.412(f) (e.g., ‘‘very low sodium, 35 
mg or less per 55 grams’’). 

(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 that is no less 
than that required by § 381.121(c) for net 
quantity of contents, 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 
criteria statement shall be no less than 
one-half the size of the claim but no 
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smaller than 1/16-inch minimum 
height, except as permitted by 
§ 381.500(d)(2). 

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

not been defined by regulation and that 
appear as part of a brand name that 
was in use prior to November 27, 1991, 
may continue to be used as part of that 
brand name, provided they are not 
false or misleading under section 4(h) 
of the Act (21 U.S.C. 453(h)(4)). 

(2) [Reserved] 
(3) 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 § 381.409 may be made on the 
label or in the labeling of a food with-
out a regulation authorizing such a 
claim for a specific vitamin or mineral. 

(4) The requirements of this section 
do not apply to infant formulas and 
medical foods, as described in 21 CFR 
101.13(q)(4). 

(5) [Reserved] 
(6) Nutrient content claims that were 

part of the name of a product that was 
subject to a standard of identity as of 
November 27, 1991, are not subject to 
the requirements of paragraph (b) of 
this section whether or not they meet 
the definition of the descriptive term. 

(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 FSIS. Labeling ap-
plications requesting approval of such 
a claim may be submitted pursuant to 
§ 381.469. 

[58 FR 675, Jan. 6, 1993; 58 FR 43789, Aug. 18, 
1993, as amended at 58 FR 47628, Sept. 10, 
1993; 59 FR 40215, Aug. 8, 1994; 59 FR 45198, 
Sept. 1, 1994; 60 FR 208, Jan. 3, 1995; 69 FR 
58802, Oct. 1, 2004] 

§§ 381.414–381.442 [Reserved] 

§ 381.443 Significant participation for 
voluntary nutrition labeling. 

(a) In evaluating significant partici-
pation for voluntary nutrition labeling, 
FSIS will consider only the major cuts 
of single-ingredient, raw poultry prod-
ucts, as identified in § 381.444, including 
those that have been previously frozen. 

(b) FSIS will judge a food retailer to 
be participating at a significant level if 

the retailer provides nutrition labeling 
information for at least 90 percent of 
the major cuts of single-ingredient, 
raw poultry products, listed in § 381.444, 
that it sells, and if the nutrition label 
is consistent in content and format 
with the mandatory program, or nutri-
tion information is displayed at point- 
of-purchase in an appropriate manner. 

(c) To determine whether there is sig-
nificant participation by retailers 
under the voluntary nutrition labeling 
guidelines, FSIS will select a rep-
resentative sample of companies allo-
cated by type and size. 

(d) FSIS will find that significant 
participation by food retailers exists if 
at least 60 percent of all companies 
that are evaluated are participating in 
accordance with the guidelines. 

(e) FSIS will evaluate significant 
participation of the voluntary program 
every 2 years beginning in May 1995. 

(1) If significant participation is 
found, the voluntary nutrition labeling 
guidelines shall remain in effect. 

(2) If significant participation is not 
found, FSIS shall initiate rulemaking 
to require nutrition labeling on those 
products under the voluntary program. 

EFFECTIVE DATE NOTE: At 75 FR 82166, Dec. 
29, 2010, § 381.443 was removed, effective Jan. 
1, 2012. 

§ 381.444 Identification of major cuts 
of poultry products. 

The major cuts of single-ingredient, 
raw poultry products are: Whole chick-
en (without neck and giblets), chicken 
breast, chicken wing, chicken drum-
stick, chicken thigh, whole turkey 
(without necks and giblets; separate 
nutrient panels for white and dark 
meat permitted as an option), turkey 
breast, turkey wing, turkey drumstick, 
and turkey thigh. 

§ 381.445 Guidelines for voluntary nu-
trition labeling of single-ingredient, 
raw products. 

(a) Nutrition information on the cuts 
of single-ingredient, raw poultry prod-
ucts, including those that have been 
previously frozen, shall be provided in 
the following manner: 

(1) If a retailer or manufacturer 
chooses to provide nutrition informa-
tion on the label of these products, 
these products shall be subject to all 
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requirements of the mandatory nutri-
tion labeling program, except that nu-
trition labeling may be declared on the 
basis of either ‘‘as consumed’’ or ‘‘as 
packaged.’’ In addition, the declaration 
of the number of servings per container 
need not be included in nutrition label-
ing of single-ingredient, raw poultry 
products, including those that have 
been previously frozen. 

(2) A retailer may choose to provide 
nutrition information at the point-of- 
purchase, such as by posting a sign, or 
by making the information readily 
available in brochures, notebooks, or 
leaflet form in close proximity to the 
food. The nutrition labeling informa-
tion may also be supplemented by a 
video, live demonstration, or other 
media. If a nutrition claim is made on 
point-of-purchase materials all of the 
requirements of the mandatory nutri-
tion labeling program apply. However, 
if only nutrition information—and not 
a nutrition claim—is supplied on point- 
of-purchase materials: 

(i) The requirements of the manda-
tory nutrition labeling program apply, 
but the nutrition information may be 
supplied on an ‘‘as packaged’’ or ‘‘as con-
sumed,’’ basis; 

(ii) The listing of percent of Daily 
Value for the nutrients (except vita-
mins and minerals specified in 
§ 381.409(c)(8)) and footnote required by 
§ 381.409(d)(9) may be omitted; and 

(iii) The point-of-purchase materials 
are not subject to any of the format re-
quirements. 

(b) [Reserved] 
(c) The declaration of nutrition infor-

mation may be presented in a sim-
plified format as specified in § 381.409(f) 
for the mandatory nutrition labeling 
program. 

(d) The nutrition label data should be 
based on either raw or cooked edible 
portions of poultry cuts with skin. If 
data are based on cooked portions, the 
methods used to cook the products 
must be specified and should be those 
which do not add nutrients from other 
ingredients such as flour, breading, and 
salt. Additional nutritional data may 
be presented on an optional basis for 
the raw or cooked edible portions of 
the skinless poultry meat. 

(e) Nutrient data that are the most 
current representative data base values 

contained in USDA’s National Nutrient 
Data Bank or its published form, the 
Agriculture Handbook No. 8 series, 
may be used for nutrition labeling of 
single-ingredient, raw poultry prod-
ucts, including those that have been 
previously frozen. These data may be 
composite data that reflect different 
classes of turkey or other variables af-
fecting nutrient content. Alter-
natively, data that reflect specific 
classes or other variables may be used, 
except that if data are used on labels 
attached to a product which is labeled 
as to class of poultry or other vari-
ables, the data must represent the 
product in the package when such data 
are contained in the representative 
data base. When data are used on labels 
attached to a product, the data must 
represent the edible poultry tissues 
present in the package. 

(f) If the nutrition information is in 
accordance with paragraph (e) of this 
section, a nutrition label or labeling 
will not be subject to the Agency com-
pliance review under § 381.409(h), unless 
a nutrition claim is made on the basis 
of the representative data base values. 

(g) Retailers may use data bases that 
they believe reflect the nutrient con-
tent of single-ingredient, raw poultry 
products, including those that have 
been previously frozen; however, such 
labeling shall be subject to the compli-
ance procedures of paragraph (e) of this 
section and the requirements specified 
in this subpart for the mandatory nu-
trition labeling program. 

[58 FR 675, Jan. 6, 1993, as amended at 58 FR 
47628, Sept. 10, 1993; 60 FR 209, Jan. 3, 1995] 

EFFECTIVE DATE NOTE: At 75 FR 82166, Dec. 
29, 2010, § 381.445 was amended as follows, ef-
fective Jan. 1, 2012. 

a. Revise the section heading and para-
graph (a) and (c); 

b. Amend paragraph (d) by removing 
‘‘should’’ and adding, in its place, ‘‘for prod-
ucts covered in paragraphs (a)(1) and (a)(2) 
must’’; 

c. Amend paragraph (e) by removing ‘‘its 
published form, the Agriculture Handbook 
No. 8 series’’ and by adding, in its place, ‘‘its 
released form, the USDA National Nutrient 
Database for Standard Reference.’’; and 

d. Amend paragraph (f) by adding ‘‘pro-
vided’’ after ‘‘nutrition information is’’. For 
the convenience of the user, the added and 
revised text is set forth as follows: 
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§ 381.445 Nutrition labeling of single-ingre-
dient, raw poultry products that are not 
ground or chopped products described in 
§ 381.401. 

(a)(1) Nutrition information on the major 
cuts of single-ingredient, raw poultry prod-
ucts identified in § 381.444, including those 
that have been previously frozen, is required, 
either on their label or at their point-of-pur-
chase, unless exempted under § 381.500. If nu-
trition information is presented on the label, 
it must be provided in accordance with the 
provisions of § 381.409. If nutrition informa-
tion is presented at the point-of-purchase, it 
must be provided in accordance with the pro-
visions of this section. 

(2) Nutrition information on single-ingre-
dient, raw poultry products that are not 
ground or chopped poultry products de-
scribed in § 381.401 and are not major cuts of 
single-ingredient, raw poultry products iden-
tified in § 381.444, including those that have 
been previously frozen, may be provided at 
their point-of-purchase in accordance with 
the provisions of this section or on their 
label, in accordance with the provisions of 
§ 381.409. 

(3) A retailer may provide nutrition infor-
mation at the point-of-purchase by various 
methods, such as by posting a sign or by 
making the information readily available in 
brochures, notebooks, or leaflet form in 
close proximity to the food. The nutrition la-
beling information may also be supple-
mented by a video, live demonstration, or 
other media. If a nutrition claim is made on 
point-of-purchase materials, all of the for-
mat and content requirements of § 381.409 
apply. However, if only nutrition informa-
tion—and not a nutrition claim—is supplied 
on point-of-purchase materials, the require-
ments of § 381.409 apply, provided, however: 

(i) The listing of percent of Daily Value for 
the nutrients (except vitamins and minerals 
specified in § 381.409(c)(8)) and footnote re-
quired by § 381.409(d)(9) may be omitted; and 

(ii) The point-of-purchase materials are 
not subject to any of the format require-
ments. 

* * * * * 

(c) For the point-of-purchase materials, 
the declaration of nutrition information may 
be presented in a simplified format as speci-
fied in § 381.409(f). 

* * * * * 

§§ 381.446–381.453 [Reserved] 

§ 381.454 Nutrient content claims for 
‘‘good source,’’ ‘‘high,’’ and ‘‘more.’’ 

(a) General requirements. Except as 
provided in paragraph (e) of this sec-
tion, a claim about the level of a nutri-

ent in a product in relation to the Ref-
erence Daily Intake (RDI) or Daily Ref-
erence Value (DRV), established for 
that nutrient (excluding total carbo-
hydrate) in § 381.409(c), may only be 
made on the label or in labeling of the 
product if: 

(1) The claim uses one of the terms 
defined in this section in accordance 
with the definition for that term; 

(2) The claim is made in accordance 
with the general requirements for nu-
trient content claims in § 381.413; and 

(3) The product for which the claim is 
made is labeled in accordance with 
§ 381.409. 

(b) ‘‘High’’ claims. (1) The terms ‘‘high,’’ 
‘‘rich in,’’ or ‘‘excellent source of’’ may 
be used on the label or in labeling of 
products, except meal-type products as 
defined in § 381.413(l) and main-dish 
products as defined in § 381.413(m), pro-
vided that the product contains 20 per-
cent or more of the RDI or the DRV per 
reference amount customarily con-
sumed. 

(2) The terms defined in paragraph 
(b)(1) of this section may be used on 
the label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains a food that 
meets the definition of ‘‘high’’ in para-
graph (b)(1) of this section; and 

(ii) The label or labeling clearly iden-
tifies the food that is the subject of the 
claim (e.g., ‘‘the serving of broccoli in 
this meal is high in vitamin C’’). 

(c) ‘‘Good Source’’ claims. (1) The terms 
‘‘good source,’’ ‘‘contains,’’ or ‘‘provides’’ 
may be used on the label or in labeling 
of products, except meal-type products 
as described in § 381.413(l) and main- 
dish products as defined in § 317.313(m), 
provided that the product contains 10 
to 19 percent of the RDI or the DRV per 
reference amount customarily con-
sumed. 

(2) The terms defined in paragraph 
(c)(1) of this section may be used on the 
label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains a food that 
meets the definition of ‘‘good source’’ in 
paragraph (c)(1) of this section; and 
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(ii) The label or labeling clearly iden-
tifies the food that is the subject of the 
claim (e.g., ‘‘the serving of sweet pota-
toes in this meal is a good source of 
fiber’’). 

(d) Fiber claims. (1) If a nutrient con-
tent claim is made with respect to the 
level of dietary fiber, i.e., that the 
product is high in fiber, a good source 
of fiber, or that the product contains 
‘‘more’’ fiber, and the product is not 
‘‘low’’ in total fat as defined in 
§ 381.462(b)(2) or, in the case of a meal- 
type product or in a main-dish product, 
is not ‘‘low’’ in total fat as defined in 
§ 381.462(b)(3), then the labeling shall 
disclose the level of total fat per la-
beled serving size (e.g., ‘‘contains 12 
grams (g) of fat per serving’’); and 

(2) The disclosure shall appear in im-
mediate proximity to such claim and 
be in a type size no less than one-half 
the size of the claim. 

(e) ‘‘More’’ claims. (1) A relative claim 
using the terms ‘‘more’’ and ‘‘added’’ 
may be used on the label or in labeling 
to describe the level of protein, vita-
mins, minerals, dietary fiber, or potas-
sium in a product, except meal-type 
products as defined in § 381.413(l) and 
main-dish products as defined in 
§ 381.413(m), provided that: 

(i) The product contains at least 10 
percent more of the RDI or the DRV 
for protein, vitamins, minerals, dietary 
fiber, or potassium (expressed as a per-
cent of the Daily Value) per reference 
amount customarily consumed than an 
appropriate reference product as de-
scribed in § 381.413(j)(1); and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the nutrient is greater relative to 
the RDI or DRV are declared in imme-
diate proximity to the most prominent 
such claim (e.g., ‘‘contains 10 percent 
more of the Daily Value for fiber than 
‘reference product’ ’’); and 

(B) Quantitative information com-
paring the level of the nutrient in the 
product per labeled serving size with 
that of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘fiber content of ‘ref-
erence product’ is 1 g per serving; ‘this 
product’ contains 4 g per serving’’). 

(2) A relative claim using the terms 
‘‘more’’ and ‘‘added’’ may be used on the 
label or in labeling to describe the 
level of protein, vitamins, minerals, di-
etary fiber, or potassium in meal-type 
products as defined in § 381.413(l) and 
main-dish products as defined in 
§ 381.413(m), provided that: 

(i) The product contains at least 10 
percent more of the RDI or the DRV 
for protein, vitamins, minerals, dietary 
fiber, or potassium (expressed as a per-
cent of the Daily Value) per 100 g of 
product than an appropriate reference 
product as described in § 381.413(j)(1); 
and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the nutrient is greater relative to 
the RDI or DRV are declared in imme-
diate proximity to the most prominent 
such claim (e.g., ‘‘contains 10 percent 
more of the Daily Value for fiber per 3 
ounces (oz) than does ‘reference prod-
uct’ ’’), and 

(B) Quantitative information com-
paring the level of the nutrient in the 
meal-type product or in a main-dish 
product per specified weight with that 
of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘fiber content of ‘ref-
erence product’ is 2 g per 3 oz; ‘this 
product’ contains 5 g per 3 oz’’). 

[60 FR 210, Jan. 3, 1995, as amended at 69 FR 
58803, Oct. 1, 2004] 

§ 381.455 [Reserved] 

§ 381.456 Nutrient content claims for 
‘‘light’’ or ‘‘lite.’’ 

(a) General requirements. A claim 
using the terms ‘‘light’’ or ‘‘lite’’ to de-
scribe a product may only be made on 
the label or in labeling of the product 
if: 

(1) The claim uses one of the terms 
defined in this section in accordance 
with the definition for that term; 

(2) The claim is made in accordance 
with the general requirements for nu-
trient content claims in § 381.413; and 

(3) The product for which the claim is 
made is labeled in accordance with 
§ 381.409. 
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(b) ‘‘Light’’ claims. The terms ‘‘light’’ or 
‘‘lite’’ may be used on the label or in la-
beling of products, except meal-type 
products as defined in § 381.413(l) and 
main-dish products as defined in 
§ 381.413(m), without further qualifica-
tion, provided that: 

(1) If the product derives 50 percent 
or more of its calories from fat, its fat 
content is reduced by 50 percent or 
more per reference amount custom-
arily consumed compared to an appro-
priate reference product as described in 
§ 381.413(j)(1); or 

(2) If the product derives less than 50 
percent of its calories from fat: 

(i) The number of calories is reduced 
by at least one-third (331⁄3 percent) per 
reference amount customarily con-
sumed compared to an appropriate ref-
erence product as described in 
§ 381.413(j)(1); or 

(ii) Its fat content is reduced by 50 
percent or more per reference amount 
customarily consumed compared to the 
appropriate reference product as de-
scribed in § 381.413(j)(1); and 

(3) As required in § 381.413(j)(2) for rel-
ative claims: 

(i) The identity of the reference prod-
uct and the percent (or fraction) that 
the calories and the fat were reduced 
are declared in immediate proximity to 
the most prominent such claim (e.g., 
‘‘1⁄3 fewer calories and 50 percent less fat 
than the market leader’’); and 

(ii) Quantitative information com-
paring the level of calories and fat con-
tent in the product per labeled serving 
size with that of the reference product 
that it replaces is declared adjacent to 
the most prominent claim or to the nu-
trition information (e.g., ‘‘lite ‘this 
product’—200 calories, 4 grams (g) fat; 
regular ‘reference product’—300 cal-
ories, 8 g fat per serving’’); and 

(iii) If the labeled product contains 
less than 40 calories or less than 3 g fat 
per reference amount customarily con-
sumed, the percentage reduction for 
that nutrient need not be declared. 

(4) A ‘‘light’’ claim may not be made 
on a product for which the reference 
product meets the definition of ‘‘low 
fat’’ and ‘‘low calorie.’’ 

(c)(1)(i) A product for which the ref-
erence product contains 40 calories or 
less and 3 g fat or less per reference 
amount customarily consumed may 

use the terms ‘‘light’’ or ‘‘lite’’ without 
further qualification if it is reduced by 
50 percent or more in sodium content 
compared to the reference product; and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the sodium was reduced are de-
clared in immediate proximity to the 
most prominent such claim (e.g., ‘‘50 
percent less sodium than the market 
leader’’); and 

(B) Quantitative information com-
paring the level of sodium per labeled 
serving size with that of the reference 
product it replaces is declared adjacent 
to the most prominent claim or to the 
nutrition information (e.g., ‘‘lite ‘this 
product’—500 milligrams (mg) sodium 
per serving; regular ‘reference prod-
uct’—1,000 mg sodium per serving’’). 

(2)(i) A product for which the ref-
erence product contains more than 40 
calories or more than 3 g fat per ref-
erence amount customarily consumed 
may use the terms ‘‘light in sodium’’ or 
‘‘lite in sodium’’ if it is reduced by 50 
percent or more in sodium content 
compared to the reference product, pro-
vided that ‘‘light’’ or ‘‘lite’’ is presented 
in immediate proximity with ‘‘in so-
dium’’ and the entire term is presented 
in uniform type size, style, color, and 
prominence; and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the sodium was reduced are de-
clared in immediate proximity to the 
most prominent such claim (e.g., ‘‘50 
percent less sodium than the market 
leader’’); and 

(B) Quantitative information com-
paring the level of sodium per labeled 
serving size with that of the reference 
product it replaces is declared adjacent 
to the most prominent claim or to the 
nutrition information (e.g., or ‘‘lite 
‘this product’—170 mg sodium per serv-
ing; regular ‘reference product’—350 mg 
per serving’’). 

(3) Except for meal-type products as 
defined in § 381.413(l) and main-dish 
products as defined in § 381.413(m), a 
‘‘light in sodium’’ claim may not be 
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made on a product for which the ref-
erence product meets the definition of 
‘‘low in sodium.’’ 

(d)(1) The terms ‘‘light’’ or ‘‘lite’’ may 
be used on the label or in labeling of a 
meal-type product as defined in 
§ 381.413(l) and main-dish product as de-
fined in § 381.413(m), provided that: 

(i) The product meets the definition 
of: 

(A) ‘‘Low in calories’’ as defined in 
§ 381.460(b)(3); or 

(B) ‘‘Low in fat’’ as defined in 
§ 381.462(b)(3); and 

(ii)(A) A statement appears on the 
principal display panel that explains 
whether ‘‘light’’ is used to mean ‘‘low 
fat,’’ ‘‘low calories,’’ or both (e.g., ‘‘Light 
Delight, a low fat meal’’); and 

(B) The accompanying statement is 
no less than one-half the type size of 
the ‘‘light’’ or ‘‘lite’’ claim. 

(2)(i) The terms ‘‘light in sodium’’ or 
‘‘lite in sodium’’ may be used on the 
label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that the product 
meets the definition of ‘‘low in sodium’’ 
as defined in § 381.461(b)(5)(i); and 

(ii) ‘‘Light’’ or ‘‘lite’’ and ‘‘in sodium’’ 
are presented in uniform type size, 
style, color, and prominence. 

(3) The terms ‘‘light’’ or ‘‘lite’’ may be 
used in the brand name of a product to 
describe the sodium content, provided 
that: 

(i) The product is reduced by 50 per-
cent or more in sodium content com-
pared to the reference product; 

(ii) A statement specifically stating 
that the product is ‘‘light in sodium’’ or 
‘‘lite in sodium’’ appears: 

(A) Contiguous to the brand name; 
and 

(B) In uniform type size, style, color, 
and prominence as the product name; 
and 

(iii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the sodium was reduced are de-
clared in immediate proximity to the 
most prominent such claim; and 

(B) Quantitative information com-
paring the level of sodium per labeled 
serving size with that of the reference 
product it replaces is declared adjacent 

to the most prominent claim or to the 
nutrition information. 

(e) Except as provided in paragraphs 
(b) through (d) of this section, the 
terms ‘‘light’’ or ‘‘lite’’ may not be used 
to refer to a product that is not re-
duced in fat by 50 percent, or, if appli-
cable, in calories by 1⁄3 or, when prop-
erly qualified, in sodium by 50 percent 
unless: 

(1) It describes some physical or 
organoleptic attribute of the product 
such as texture or color and the infor-
mation (e.g., ‘‘light in color’’ or ‘‘light in 
texture’’) so stated, clearly conveys the 
nature of the product; and 

(2) The attribute (e.g., ‘‘color’’ or 
‘‘texture’’) is in the same style, color, 
and at least one-half the type size as 
the word ‘‘light’’ and in immediate 
proximity thereto. 

(f) If a manufacturer can dem-
onstrate that the word ‘‘light’’ has been 
associated, through common use, with 
a particular product to reflect a phys-
ical or organoleptic attribute to the 
point where it has become part of the 
statement of identity, such use of the 
term ‘‘light’’ shall not be considered a 
nutrient content claim subject to the 
requirements in this part. 

(g) The term ‘‘lightly salted’’ may be 
used on a product to which has been 
added 50 percent less sodium than is 
normally added to the reference prod-
uct as described in § 381.413(j)(1)(i)(B) 
and (j)(1)(ii)(B), provided that if the 
product is not ‘‘low in sodium’’ as de-
fined in § 381.461(b)(4), the statement 
‘‘not a low sodium food,’’ shall appear 
adjacent to the nutrition information 
and the information required to accom-
pany a relative claim shall appear on 
the label or labeling as specified in 
§ 381.413(j)(2). 

[60 FR 210, Jan. 3, 1995, as amended at 69 FR 
58803, Oct. 1, 2004] 

§§ 381.457–381.459 [Reserved] 

§ 381.460 Nutrient content claims for 
calorie content. 

(a) General requirements. A claim 
about the calorie or sugar content of a 
product may only be made on the label 
or in labeling of the product if: 

(1) The claim uses one of the terms 
defined in this section in accordance 
with the definition for that term; 
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(2) The claim is made in accordance 
with the general requirements for nu-
trient content claims in § 381.413; and 

(3) The product for which the claim is 
made is labeled in accordance with 
§ 381.409. 

(b) Calorie content claims. (1) The 
terms ‘‘calorie free,’’ ‘‘free of calories,’’ 
‘‘no calories,’’ ‘‘zero calories,’’ ‘‘without 
calories,’’ ‘‘trivial source of calories,’’ 
‘‘negligible source of calories,’’ or 
‘‘dietarily insignificant source of cal-
ories’’ may be used on the label or in la-
beling of products, provided that: 

(i) The product contains less than 5 
calories per reference amount custom-
arily consumed and per labeled serving 
size; and 

(ii) If the product meets this condi-
tion without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the caloric con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 
the particular brand to which the label 
attaches. 

(2) The terms ‘‘low calorie,’’ ‘‘few cal-
ories,’’ ‘‘contains a small amount of cal-
ories,’’ ‘‘low source of calories,’’ or ‘‘low 
in calories’’ may be used on the label or 
in labeling of products, except meal- 
type products as defined in § 381.413(l) 
and main-dish products as defined in 
§ 318.413(m), provided that: 

(i)(A) The product has a reference 
amount customarily consumed greater 
than 30 grams (g) or greater than 2 ta-
blespoons (tbsp) and does not provide 
more than 40 calories per reference 
amount customarily consumed; or 

(B) The product has a reference 
amount customarily consumed of 30 g 
or less or 2 tbsp or less and does not 
provide more than 40 calories per ref-
erence amount customarily consumed 
and per 50 g (for dehydrated products 
that must be reconstituted before typ-
ical consumption with water or a dil-
uent containing an insignificant 
amount, as defined in § 381.409(f)(1), of 
all nutrients per reference amount cus-
tomarily consumed, the per-50-g cri-
terion refers to the ‘‘as prepared’’ form). 

(ii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the caloric con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 

the particular brand to which the label 
attaches. 

(3) The terms defined in paragraph 
(b)(2) of this section may be used on 
the label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains 120 calories 
or less per 100 g of product; and 

(ii) If the product meets this condi-
tion without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the calorie con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 
the particular brand to which it at-
taches. 

(4) The terms ‘‘reduced calorie,’’ ‘‘re-
duced in calories,’’ ‘‘calorie reduced,’’ 
‘‘fewer calories,’’ ‘‘lower calorie,’’ or 
‘‘lower in calories’’ may be used on the 
label or in labeling of products, except 
meal-type products as defined in 
§ 381.413(l) and main-dish products as 
defined in § 318.413(m), provided that: 

(i) The product contains at least 25 
percent fewer calories per reference 
amount customarily consumed than an 
appropriate reference product as de-
scribed in § 381.413(j)(1); and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the calories differ between the two 
products are declared in immediate 
proximity to the most prominent such 
claim (e.g., lower calorie ‘product’—‘‘33 
1⁄3 percent fewer calories than our reg-
ular ‘product’ ’’); and 

(B) Quantitative information com-
paring the level of calories in the prod-
uct per labeled serving size with that of 
the reference product that it replaces 
is declared adjacent to the most promi-
nent claim or to the nutrition informa-
tion (e.g., ‘‘calorie content has been re-
duced from 150 to 100 calories per serv-
ing’’). 

(iii) Claims described in paragraph 
(b)(4) of this section may not be made 
on the label or in labeling of products 
if the reference product meets the defi-
nition for ‘‘low calorie.’’ 

(5) The terms defined in paragraph 
(b)(4) of this section may be used on 
the label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
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main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains at least 25 
percent fewer calories per 100 g of prod-
uct than an appropriate reference prod-
uct as described in § 381.413(j)(1); and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the calories differ between the two 
products are declared in immediate 
proximity to the most prominent such 
claim (e.g., ‘‘calorie reduced ‘product’, 
25% less calories per ounce (oz) (or 3 oz) 
than our regular ‘product’ ’’); and 

(B) Quantitative information com-
paring the level of calories in the prod-
uct per specified weight with that of 
the reference product that it replaces 
is declared adjacent to the most promi-
nent claim or to the nutrition informa-
tion (e.g., ‘‘calorie content has been re-
duced from 110 calories per 3 oz to 80 
calories per 3 oz’’). 

(iii) Claims described in paragraph 
(b)(5) of this section may not be made 
on the label or in labeling of products 
if the reference product meets the defi-
nition for ‘‘low calorie.’’ 

(c) Sugar content claims. (1) Terms 
such as ‘‘sugar free,’’ ‘‘free of sugar,’’ ‘‘no 
sugar,’’ ‘‘zero sugar,’’ ‘‘without sugar,’’ 
‘‘sugarless,’’ ‘‘trivial source of sugar,’’ 
‘‘negligible source of sugar,’’ or 
‘‘dietarily insignificant source of sugar’’ 
may reasonably be expected to be re-
garded by consumers as terms that rep-
resent that the product contains no 
sugars or sweeteners, e.g., ‘‘sugar free,’’ 
or ‘‘no sugar,’’ as indicating a product 
which is low in calories or significantly 
reduced in calories. Consequently, ex-
cept as provided in paragraph (c)(2) of 
this section, a product may not be la-
beled with such terms unless: 

(i) The product contains less than 0.5 
g of sugars, as defined in 
§ 381.409(c)(6)(ii), per reference amount 
customarily consumed and per labeled 
serving size or, in the case of a meal- 
type product or a main-dish product, 
less than 0.5 g of sugars per labeled 
serving size; 

(ii) The product contains no ingre-
dient that is a sugar or that is gen-
erally understood by consumers to con-
tain sugars unless the listing of the in-
gredient in the ingredients statement 

is followed by an asterisk that refers to 
the statement below the list of ingredi-
ents, which states: ‘‘Adds a trivial 
amount of sugar,’’ ‘‘adds a negligible 
amount of sugar,’’ or ‘‘adds a dietarily 
insignificant amount of sugar;’’ and 

(iii)(A) It is labeled ‘‘low calorie’’ or 
‘‘reduced calorie’’ or bears a relative 
claim of special dietary usefulness la-
beled in compliance with paragraphs 
(b)(2), (b)(3), (b)(4), or (b)(5) of this sec-
tion; or 

(B) Such term is immediately accom-
panied, each time it is used, by either 
the statement ‘‘not a reduced calorie 
product,’’ ‘‘not a low calorie product,’’ 
or ‘‘not for weight control.’’ 

(2) The terms ‘‘no added sugar,’’ 
‘‘without added sugar,’’ or ‘‘no sugar 
added’’ may be used only if: 

(i) No amount of sugars, as defined in 
§ 381.409(c)(6)(ii), or any other ingre-
dient that contains sugars that func-
tionally substitute for added sugars is 
added during processing or packaging; 

(ii) The product does not contain an 
ingredient containing added sugars 
such as jam, jelly, or concentrated 
fruit juice; 

(iii) The sugars content has not been 
increased above the amount present in 
the ingredients by some means such as 
the use of enzymes, except where the 
intended functional effect of the proc-
ess is not to increase the sugars con-
tent of a product, and a functionally 
insignificant increase in sugars results; 

(iv) The product that it resembles 
and for which it substitutes normally 
contains added sugars; and 

(v) The product bears a statement 
that the product is not ‘‘low calorie’’ or 
‘‘calorie reduced’’ (unless the product 
meets the requirements for a ‘‘low’’ or 
‘‘reduced calorie’’ product) and that di-
rects consumers’ attention to the nu-
trition panel for further information 
on sugar and calorie content. 

(3) Paragraph (c)(1) of this section 
shall not apply to a factual statement 
that a product, including products in-
tended specifically for infants and chil-
dren less than 2 years of age, is un-
sweetened or contains no added sweet-
eners in the case of a product that con-
tains apparent substantial inherent 
sugar content, e.g., juices. 

(4) The terms ‘‘reduced sugar,’’ ‘‘re-
duced in sugar,’’ ‘‘sugar reduced,’’ ‘‘less 
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sugar,’’ ‘‘lower sugar,’’ or ‘‘lower in 
sugar’’ may be used on the label or in 
labeling of products, except meal-type 
products as defined in § 381.413(l) and 
main-dish products as defined in 
§ 318.413(m), provided that: 

(i) The product contains at least 25 
percent less sugars per reference 
amount customarily consumed than an 
appropriate reference product as de-
scribed in § 381.413(j)(1); and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the sugars differ between the two 
products are declared in immediate 
proximity to the most prominent such 
claim (e.g., ‘‘this product contains 25 
percent less sugar than our regular 
product’’); and 

(B) Quantitative information com-
paring the level of the sugar in the 
product per labeled serving size with 
that of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘sugar content has 
been lowered from 8 g to 6 g per serv-
ing’’). 

(5) The terms defined in paragraph 
(c)(4) of this section may be used on the 
label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains at least 25 
percent less sugars per 100 g of product 
than an appropriate reference product 
as described in § 381.413(j)(1); and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the sugars differ between the two 
products are declared in immediate 
proximity to the most prominent such 
claim (e.g., ‘‘reduced sugar ‘product’— 

25% less sugar than our regular ‘prod-
uct’ ’’); and 

(B) Quantitative information com-
paring the level of the nutrient in the 
product per specified weight with that 
of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘sugar content has 

been reduced from 17 g per 3 oz to 13 g 
per 3 oz’’). 

[60 FR 211, Jan. 3, 1995, as amended at 69 FR 
58803, Oct. 1, 2004] 

§ 381.461 Nutrient content claims for 
the sodium content. 

(a) General requirements. A claim 
about the level of sodium in a product 
may only be made on the label or in la-
beling of the product if: 

(1) The claim uses one of the terms 
defined in this section in accordance 
with the definition for that term; 

(2) The claim is made in accordance 
with the general requirements for nu-
trient content claims in § 381.413; and 

(3) The product for which the claim is 
made is labeled in accordance with 
§ 381.409. 

(b) Sodium content claims. (1) The 
terms ‘‘sodium free,’’ ‘‘free of sodium,’’ 
‘‘no sodium,’’ ‘‘zero sodium,’’ ‘‘without 
sodium,’’ ‘‘trivial source of sodium,’’ 
‘‘negligible source of sodium,’’ or 
‘‘dietarily insignificant source of so-
dium’’ may be used on the label or in 
labeling of products, provided that: 

(i) The product contains less than 5 
milligrams (mg) of sodium per ref-
erence amount customarily consumed 
and per labeled serving size or, in the 
case of a meal-type product or a main- 
dish product, less than 5 mg of sodium 
per labeled serving size; 

(ii) The product contains no ingre-
dient that is sodium chloride or is gen-
erally understood by consumers to con-
tain sodium unless the listing of the in-
gredient in the ingredients statement 
is followed by an asterisk that refers to 
the statement below the list of ingredi-
ents, which states: ‘‘Adds a trivial 
amount of sodium,’’ ‘‘adds a negligible 
amount of sodium’’ or ‘‘adds a dietarily 
insignificant amount of sodium;’’ and 

(iii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the sodium con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 
the particular brand to which the label 
attaches. 

(2) The terms ‘‘very low sodium’’ or 
‘‘very low in sodium’’ may be used on 
the label or in labeling of products, ex-
cept meal-type products as defined in 
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§ 381.413(l) and main-dish products as 
defined in § 381.413(m), provided that: 

(i)(A) The product has a reference 
amount customarily consumed greater 
than 30 grams (g) or greater than 2 ta-
blespoons (tbsp) and contains 35 mg or 
less sodium per reference amount cus-
tomarily consumed; or 

(B) The product has a reference 
amount customarily consumed of 30 g 
or less or 2 tbsp or less and contains 35 
mg or less sodium per reference 
amount customarily consumed and per 
50 g (for dehydrated products that must 
be reconstituted before typical con-
sumption with water or a diluent con-
taining an insignificant amount, as de-
fined in § 381.409(f)(1), of all nutrients 
per reference amount customarily con-
sumed, the per-50-g criterion refers to 
the ‘‘as prepared’’ form); and 

(ii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the sodium con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 
the particular brand to which the label 
attaches. 

(3) The terms defined in paragraph 
(b)(2) of this section may be used on 
the label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains 35 mg or less 
of sodium per 100 g of product; and 

(ii) If the product meets this condi-
tion without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the sodium con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 
the particular brand to which the label 
attaches. 

(4) The terms ‘‘low sodium,’’ ‘‘low in 
sodium,’’ ‘‘little sodium,’’ ‘‘contains a 
small amount of sodium,’’ or ‘‘low 
source of sodium’’ may be used on the 
label and in labeling of products, ex-
cept meal-type products as defined in 
§ 381.413(l) and main-dish products as 
defined in § 381.413(m), provided that: 

(i)(A) The product has a reference 
amount customarily consumed greater 
than 30 g or greater than 2 tbsp and 
contains 140 mg or less sodium per ref-
erence amount customarily consumed; 
or 

(B) The product has a reference 
amount customarily consumed of 30 g 
or less or 2 tbsp or less and contains 140 
mg or less sodium per reference 
amount customarily consumed and per 
50 g (for dehydrated products that must 
be reconstituted before typical con-
sumption with water or a diluent con-
taining an insignificant amount, as de-
fined in § 381.409(f)(1), of all nutrients 
per reference amount customarily con-
sumed, the per-50-g criterion refers to 
the ‘‘as prepared’’ form); and 

(ii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the sodium con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 
the particular brand to which the label 
attaches. 

(5) The terms defined in paragraph 
(b)(4) of this section may be used on 
the label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains 140 mg or 
less sodium per 100 g of product; and 

(ii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the sodium con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 
the particular brand to which the label 
attaches. 

(6) The terms ‘‘reduced sodium,’’ ‘‘re-
duced in sodium,’’ ‘‘sodium reduced,’’ 
‘‘less sodium,’’ ‘‘lower sodium,’’ or ‘‘lower 
in sodium’’ may be used on the label or 
in labeling of products, except meal- 
type products as defined in § 381.413(l) 
and main-dish products as defined in 
§ 381.413(m), provided that: 

(i) The product contains at least 25 
percent less sodium per reference 
amount customarily consumed than an 
appropriate reference product as de-
scribed in § 381.413(j)(l); and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the sodium differs between the 
two products are declared in imme-
diate proximity to the most prominent 
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such claim (e.g., ‘‘reduced sodium ‘prod-
uct’, 50 percent less sodium than reg-
ular ‘product’ ’’); and 

(B) Quantitative information com-
paring the level of sodium in the prod-
uct per labeled serving size with that of 
the reference product that it replaces 
is declared adjacent to the most promi-
nent claim or to the nutrition informa-
tion (e.g., ‘‘sodium content has been 
lowered from 300 to 150 mg per serv-
ing’’). 

(iii) Claims described in paragraph 
(b)(6) of this section may not be made 
on the label or in labeling of a product 
if the nutrient content of the reference 
product meets the definition for ‘‘low 
sodium.’’ 

(7) The terms defined in paragraph 
(b)(6) of this section may be used on 
the label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains at least 25 
percent less sodium per 100 g of product 
than an appropriate reference product 
as described in § 381.413(j)(l); and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the sodium differs between the 
two products are declared in imme-
diate proximity to the most prominent 
such claim (e.g., ‘‘reduced sodium ‘prod-
uct’—30% less sodium per 3 oz than our 
‘regular product’ ’’); and 

(B) Quantitative information com-
paring the level of sodium in the prod-
uct per specified weight with that of 
the reference product that it replaces 
is declared adjacent to the most promi-
nent claim or to the nutrition informa-
tion (e.g., ‘‘sodium content has been re-
duced from 220 mg per 3 oz to 150 mg 
per 3 oz’’). 

(iii) Claims described in paragraph 
(b)(7) of this section may not be made 
on the label or in labeling of products 
if the nutrient content of the reference 
product meets the definition for ‘‘low 
sodium.’’ 

(c) The term ‘‘salt’’ is not synonymous 
with ‘‘sodium.’’ Salt refers to sodium 
chloride. However, references to salt 
content such as ‘‘unsalted,’’ ‘‘no salt,’’ 
‘‘no salt added’’ are potentially mis-
leading. 

(1) The term ‘‘salt free’’ may be used 
on the label or in labeling of products 
only if the product is ‘‘sodium free’’ as 
defined in paragraph (b)(1) of this sec-
tion. 

(2) The terms ‘‘unsalted,’’ ‘‘without 
added salt,’’ and ‘‘no salt added’’ may be 
used on the label or in labeling of prod-
ucts only if: 

(i) No salt is added during processing; 
(ii) The product that it resembles and 

for which it substitutes is normally 
processed with salt; and 

(iii) If the product is not sodium free, 
the statement ‘‘not a sodium free prod-
uct’’ or ‘‘not for control of sodium in 
the diet’’ appears adjacent to the nutri-
tion information of the product bearing 
the claim. 

(3) Paragraph (c)(2) of this section 
shall not apply to a factual statement 
that a product intended specifically for 
infants and children less than 2 years 
of age is unsalted, provided such state-
ment refers to the taste of the product 
and is not false or otherwise mis-
leading. 

[60 FR 213, Jan. 3, 1995; 60 FR 5762, Jan. 30, 
1995, as amended at 69 FR 58803, Oct. 1, 2004] 

§ 381.462 Nutrient content claims for 
fat, fatty acids, and cholesterol con-
tent. 

(a) General requirements. A claim 
about the level of fat, fatty acid, and 
cholesterol in a product may only be 
made on the label or in labeling of 
products if: 

(1) The claim uses one of the terms 
defined in this section in accordance 
with the definition for that term; 

(2) The claim is made in accordance 
with the general requirements for nu-
trient content claims in § 381.413; and 

(3) The product for which the claim is 
made is labeled in accordance with 
§ 381.409. 

(b) Fat content claims. (1) The terms 
‘‘fat free,’’ ‘‘free of fat,’’ ‘‘no fat,’’ ‘‘zero 
fat,’’ ‘‘without fat,’’ ‘‘nonfat,’’ ‘‘trivial 
source of fat,’’ ‘‘negligible source of fat,’’ 
or ‘‘dietarily insignificant source of fat’’ 
may be used on the label or in labeling 
of products, provided that: 

(i) The product contains less than 0.5 
gram (g) of fat per reference amount 
customarily consumed and per labeled 
serving size or, in the case of a meal- 
type product or a main-dish product, 
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less than 0.5 g of fat per labeled serving 
size; 

(ii) The product contains no added in-
gredient that is a fat or is generally 
understood by consumers to contain 
fat unless the listing of the ingredient 
in the ingredients statement is fol-
lowed by an asterisk that refers to the 
statement below the list of ingredients, 
which states: ‘‘Adds a trivial amount of 
fat,’’ ‘‘adds a negligible amount of fat,’’ 
or ‘‘adds a dietarily insignificant 
amount of fat’’; and 

(iii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the fat content, 
it is labeled to clearly refer to all prod-
ucts of its type and not merely to the 
particular brand to which the label at-
taches. 

(2) The terms ‘‘low fat,’’ ‘‘low in fat,’’ 
‘‘contains a small amount of fat,’’ ‘‘low 
source of fat,’’ or ‘‘little fat’’ may be 
used on the label and in labeling of 
products, except meal-type products as 
defined in § 381.413(l) and main-dish 
products as defined in § 381.413(m), pro-
vided that: 

(i)(A) The product has a reference 
amount customarily consumed greater 
than 30 g or greater than 2 tablespoons 
(tbsp) and contains 3 g or less of fat per 
reference amount customarily con-
sumed; or 

(B) The product has a reference 
amount customarily consumed of 30 g 
or less or 2 tbsp or less and contains 3 
g or less of fat per reference amount 
customarily consumed and per 50 g (for 
dehydrated products that must be re-
constituted before typical consumption 
with water or a diluent containing an 
insignificant amount, as defined in 
§ 381.409(f)(1), of all nutrients per ref-
erence amount customarily consumed, 
the per-50-g criterion refers to the ‘‘as 
prepared’’ form). 

(ii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the fat content, 
it is labeled to clearly refer to all prod-
ucts of its type and not merely to the 
particular brand to which the label at-
taches. 

(3) The terms defined in paragraph 
(b)(2) of this section may be used on 
the label or in labeling of a meal-type 

product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains 3 g or less of 
total fat per 100 g of product and not 
more than 30 percent of calories from 
fat; and 

(ii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower the fat content, 
it is labeled to clearly refer to all prod-
ucts of its type and not merely to the 
particular brand to which the label at-
taches. 

(4) The terms ‘‘reduced fat,’’ ‘‘reduced 
in fat,’’ ‘‘fat reduced,’’ ‘‘less fat,’’ ‘‘lower 
fat,’’ or ‘‘lower in fat’’ may be used on 
the label or in labeling of products, ex-
cept meal-type products as defined in 
§ 381.413(l) and main-dish products as 
defined in § 381.413(m), provided that: 

(i) The product contains at least 25 
percent less fat per reference amount 
customarily consumed than an appro-
priate reference product as described in 
§ 381.413(j)(1); and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the fat differs between the two 
products are declared in immediate 
proximity to the most prominent such 
claim (e.g., ‘‘reduced fat—50 percent 
less fat than our regular ‘product’ ’’); 
and 

(B) Quantitative information com-
paring the level of fat in the product 
per labeled serving size with that of the 
reference product that it replaces is de-
clared adjacent to the most prominent 
claim or to the nutrition information 
(e.g., ‘‘fat content has been reduced 
from 8 g to 4 g per serving’’). 

(iii) Claims described in paragraph 
(b)(4) of this section may not be made 
on the label or in labeling of a product 
if the nutrient content of the reference 
product meets the definition for ‘‘low 
fat.’’ 

(5) The terms defined in paragraph 
(b)(4) of this section may be used on 
the label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains at least 25 
percent less fat per 100 g of product 
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than an appropriate reference product 
as described in § 381.413(j)(1); and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the fat differs between the two 
products are declared in immediate 
proximity to the most prominent such 
claim (e.g., ‘‘reduced fat ‘product’, 33 
percent less fat per 3 oz than our reg-
ular ‘product’ ’’); and 

(B) Quantitative information com-
paring the level of fat in the product 
per specified weight with that of the 
reference product that it replaces is de-
clared adjacent to the most prominent 
such claim or to the nutrition informa-
tion (e.g., ‘‘fat content has been reduced 
from 8 g per 3 oz to 5 g per 3 oz’’). 

(iii) Claims described in paragraph 
(b)(5) of this section may not be made 
on the label or in labeling of a product 
if the nutrient content of the reference 
product meets the definition for ‘‘low 
fat.’’ 

(6) The term ‘‘llllll percent fat 
free’’ may be used on the label or in la-
beling of products, provided that: 

(i) The product meets the criteria for 
‘‘low fat’’ in paragraph (b)(2) or (b)(3) of 
this section; 

(ii) The percent declared and the 
words ‘‘fat free’’ are in uniform type 
size; and 

(iii) A ‘‘100 percent fat free’’ claim 
may be made only on products that 
meet the criteria for ‘‘fat free’’ in para-
graph (b)(1) of this section, that con-
tain less than 0.5 g of fat per 100 g, and 
that contain no added fat. 

(iv) A synonym for ‘‘lll percent fat 
free’’ is ‘‘lll percent lean.’’ 

(c) Fatty acid content claims. (1) The 
terms ‘‘saturated fat free,’’ ‘‘free of satu-
rated fat,’’ ‘‘no saturated fat,’’ ‘‘zero 
saturated fat,’’ ‘‘without saturated fat,’’ 
‘‘trivial source of saturated fat,’’ ‘‘neg-
ligible source of saturated fat,’’ or 
‘‘dietarily insignificant source of satu-
rated fat’’ may be used on the label or 
in labeling of products, provided that: 

(i) The product contains less than 0.5 
g of saturated fat and less than 0.5 g 
trans fatty acids per reference amount 
customarily consumed and per labeled 
serving size or, in the case of a meal- 
type product or a main-dish product, 
less than 0.5 g of saturated fat and less 

than 0.5 g trans fatty acids per labeled 
serving size; 

(ii) The product contains no ingre-
dient that is generally understood by 
consumers to contain saturated fat un-
less the listing of the ingredient in the 
ingredients statement is followed by an 
asterisk that refers to the statement 
below the list of ingredients, which 
states: ‘‘Adds a trivial amount of satu-
rated fat,’’ ‘‘adds a negligible amount of 
saturated fat,’’ or ‘‘adds a dietarily in-
significant amount of saturated fat;’’ 
and 

(iii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower saturated fat 
content, it is labeled to clearly refer to 
all products of its type and not merely 
to the particular brand to which the 
label attaches. 

(2) The terms ‘‘low in saturated fat,’’ 
‘‘low saturated fat,’’ ‘‘contains a small 
amount of saturated fat,’’ ‘‘low source 
of saturated fat,’’ or ‘‘a little saturated 
fat’’ may be used on the label or in la-
beling of products, except meal-type 
products as defined in § 381.413(l) and 
main-dish products as defined in 
§ 381.413(m), provided that: 

(i) The product contains 1 g or less of 
saturated fat per reference amount cus-
tomarily consumed and not more than 
15 percent of calories from saturated 
fat; and 

(ii) If the product meets these condi-
tions without benefit of special proc-
essing, alteration, formulation, or re-
formulation to lower saturated fat con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 
the particular brand to which the label 
attaches. 

(3) The terms defined in paragraph 
(c)(2) of this section may be used on the 
label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains 1 g or less of 
saturated fat per 100 g and less than 10 
percent calories from saturated fat; 
and 

(ii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower saturated fat 
content, it is labeled to clearly refer to 
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all products of its type and not merely 
to the particular brand to which the 
label attaches. 

(4) The terms ‘‘reduced saturated fat,’’ 
‘‘reduced in saturated fat,’’ ‘‘saturated 
fat reduced,’’ ‘‘less saturated fat,’’ ‘‘lower 
saturated fat,’’ or ‘‘lower in saturated 
fat’’ may be used on the label or in la-
beling of products, except meal-type 
products as defined in § 381.413(l) and 
main-dish products as defined in 
§ 381.413(m), provided that: 

(i) The product contains at least 25 
percent less saturated fat per reference 
amount customarily consumed than an 
appropriate reference product as de-
scribed in § 381.413(j)(1); and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the saturated fat differs between 
the two products are declared in imme-
diate proximity to the most prominent 
such claim (e.g., ‘‘reduced saturated fat 
‘product’, contains 50 percent less satu-
rated fat than the national average for 
‘product’ ’’); and 

(B) Quantitative information com-
paring the level of saturated fat in the 
product per labeled serving size with 
that of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘saturated fat reduced 
from 3 g to 1.5 g per serving’’). 

(iii) Claims described in paragraph 
(c)(4) of this section may not be made 
on the label or in labeling of a product 
if the nutrient content of the reference 
product meets the definition for ‘‘low 
saturated fat.’’ 

(5) The terms defined in paragraph 
(c)(4) of this section may be used on the 
label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains at least 25 
percent less saturated fat per 100 g of 
product than an appropriate reference 
product as described in § 381.413(j)(1); 
and 

(ii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the saturated fat differs between 
the two products are declared in imme-

diate proximity to the most prominent 
such claim (e.g., ‘‘reduced saturated fat 
‘product’, 50 percent less saturated fat 
than our regular ‘product’ ’’); and 

(B) Quantitative information com-
paring the level of saturated fat in the 
product per specified weight with that 
of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘saturated fat content 
has been reduced from 2.5 g per 3 oz to 
1.5 g per 3 oz’’). 

(iii) Claims described in paragraph 
(c)(5) of this section may not be made 
on the label or in labeling of a product 
if the nutrient content of the reference 
product meets the definition for ‘‘low 
saturated fat.’’ 

(d) Cholesterol content claims. (1) The 
terms ‘‘cholesterol free,’’ ‘‘free of choles-
terol,’’ ‘‘zero cholesterol,’’ ‘‘without cho-
lesterol,’’ ‘‘no cholesterol,’’ ‘‘trivial 
source of cholesterol,’’ ‘‘negligible 
source of cholesterol,’’ or ‘‘dietarily in-
significant source of cholesterol’’ may 
be used on the label or in labeling of 
products, provided that: 

(i) The product contains less than 2 
milligrams (mg) of cholesterol per ref-
erence amount customarily consumed 
and per labeled serving size or, in the 
case of a meal-type product as defined 
in § 381.413(l) and main-dish product as 
defined in § 381.413(m), less than 2 mg of 
cholesterol per labeled serving size; 

(ii) The product contains no ingre-
dient that is generally understood by 
consumers to contain cholesterol, un-
less the listing of the ingredient in the 
ingredients statement is followed by an 
asterisk that refers to the statement 
below the list of ingredients, which 
states: ‘‘Adds a trivial amount of cho-
lesterol,’’ ‘‘adds a negligible amount of 
cholesterol,’’ or ‘‘adds a dietarily insig-
nificant amount of cholesterol’’; 

(iii) The product contains 2 g or less 
of saturated fat per reference amount 
customarily consumed or, in the case 
of a meal-type product as defined in 
§ 381.413(l) and main-dish product as de-
fined in § 381.413(m), 2 g or less of satu-
rated fat per labeled serving size; and 

(iv) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower cholesterol con-
tent, it is labeled to clearly refer to all 
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products of its type and not merely to 
the particular brand to which it at-
taches; or 

(v) If the product meets these condi-
tions only as a result of special proc-
essing, alteration, formulation, or re-
formulation, the amount of cholesterol 
is reduced by 25 percent or more from 
the reference product it replaces as de-
scribed in § 381.413(j)(1) and for which it 
substitutes as described in § 381.413(d) 
that has a significant (e.g., 5 percent or 
more of a national or regional market) 
market share. As required in 
§ 381.413(j)(2) for relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the cholesterol was reduced are 
declared in immediate proximity to the 
most prominent such claim (e.g., ‘‘cho-
lesterol free ‘product’, contains 100 per-
cent less cholesterol than ‘reference 
product’ ’’); and 

(B) Quantitative information com-
paring the level of cholesterol in the 
product per labeled serving size with 
that of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘contains no choles-
terol compared with 30 mg in one serv-
ing of ‘reference product’ ’’). 

(2) The terms ‘‘low in cholesterol,’’ 
‘‘low cholesterol,’’ ‘‘contains a small 
amount of cholesterol,’’ ‘‘low source of 
cholesterol,’’ or ‘‘little cholesterol’’ may 
be used on the label or in labeling of 
products, except meal-type products as 
defined in § 381.413(l) and main-dish 
products as defined in § 381.413(m), pro-
vided that: 

(i)(A) If the product has a reference 
amount customarily consumed greater 
than 30 g or greater than 2 tbsp: 

(1) The product contains 20 mg or less 
of cholesterol per reference amount 
customarily consumed; and 

(2) The product contains 2 g or less of 
saturated fat per reference amount cus-
tomarily consumed; or 

(B) If the product has a reference 
amount customarily consumed of 30 g 
or less or 2 tbsp or less: 

(1) The product contains 20 mg or less 
of cholesterol per reference amount 
customarily consumed and per 50 g (for 
dehydrated products that must be re-
constituted before typical consumption 
with water or a diluent containing an 

insignificant amount, as defined in 
§ 381.409(f)(1), of all nutrients per ref-
erence amount customarily consumed, 
the per-50-g criterion refers to the ‘‘as 
prepared’’ form); and 

(2) The product contains 2 g or less of 
saturated fat per reference amount cus-
tomarily consumed. 

(ii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
reformulation to lower cholesterol con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 
the particular brand to which the label 
attaches; or 

(iii) If the product contains 20 mg or 
less of cholesterol only as a result of 
special processing, alteration, formula-
tion, or reformulation, the amount of 
cholesterol is reduced by 25 percent or 
more from the reference product it re-
places as described in § 381.413(j)(1) and 
for which it substitutes as described in 
§ 381.413(d) that has a significant (e.g., 5 
percent or more of a national or re-
gional market) market share. As re-
quired in § 381.413(j)(2) for relative 
claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the cholesterol has been reduced 
are declared in immediate proximity to 
the most prominent such claim (e.g., 
‘‘low cholesterol ‘product’, contains 85 
percent less cholesterol than our reg-
ular ‘product’’’); and 

(B) Quantitative information com-
paring the level of cholesterol in the 
product per labeled serving size with 
that of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘cholesterol lowered 
from 30 mg to 5 mg per serving’’). 

(3) The terms defined in paragraph 
(d)(2) of this section may be used on 
the label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product contains 20 mg or less 
of cholesterol per 100 g of product; 

(ii) The product contains 2 g or less 
of saturated fat per 100 g of product; 
and 

(iii) If the product meets these condi-
tions without the benefit of special 
processing, alteration, formulation, or 
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reformulation to lower cholesterol con-
tent, it is labeled to clearly refer to all 
products of its type and not merely to 
the particular brand to which the label 
attaches. 

(4) The terms ‘‘reduced cholesterol,’’ 
‘‘reduced in cholesterol,’’ ‘‘cholesterol 
reduced,’’ ‘‘less cholesterol,’’ ‘‘lower cho-
lesterol,’’ or ‘‘lower in cholesterol’’ may 
be used on the label or in labeling of 
products or products that substitute 
for those products as specified in 
§ 381.413(d), excluding meal-type prod-
ucts as defined in § 381.413(l) and main- 
dish products as defined in § 381.413(m), 
provided that: 

(i) The product has been specifically 
formulated, altered, or processed to re-
duce its cholesterol by 25 percent or 
more from the reference product it re-
places as described in § 381.413(j)(1) and 
for which it substitutes as described in 
§ 381.413(d) that has a significant (e.g., 5 
percent or more of a national or re-
gional market) market share; 

(ii) The product contains 2 g or less 
of saturated fat per reference amount 
customarily consumed; and 

(iii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the cholesterol has been reduced 
are declared in immediate proximity to 
the most prominent such claim (e.g., 
‘‘25 percent less cholesterol than ‘ref-
erence product’ ’’); and 

(B) Quantitative information com-
paring the level of cholesterol in the 
product per labeled serving size with 
that of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘cholesterol lowered 
from 55 mg to 30 mg per serving’’). 

(iv) Claims described in paragraph 
(d)(4) of this section may not be made 
on the label or in labeling of a product 
if the nutrient content of the reference 
product meets the definition for ‘‘low 
cholesterol.’’ 

(5) The terms defined in paragraph 
(d)(4) of this section may be used on 
the label or in labeling of a meal-type 
product as defined in § 381.413(l) and 
main-dish product as defined in 
§ 381.413(m), provided that: 

(i) The product has been specifically 
formulated, altered, or processed to re-

duce its cholesterol by 25 percent or 
more from the reference product it re-
places as described in § 381.413(j)(1) and 
for which it substitutes as described in 
§ 381.413(d) that has a significant (e.g., 5 
percent or more of a national or re-
gional market) market share; 

(ii) The product contains 2 g or less 
of saturated fat per 100 g of product; 
and 

(iii) As required in § 381.413(j)(2) for 
relative claims: 

(A) The identity of the reference 
product and the percent (or fraction) 
that the cholesterol has been reduced 
are declared in immediate proximity to 
the most prominent such claim (e.g., 
‘‘25% less cholesterol than ‘reference 
product’ ’’); and 

(B) Quantitative information com-
paring the level of cholesterol in the 
product per specified weight with that 
of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘cholesterol content 
has been reduced from 35 mg per 3 oz to 
25 mg per 3 oz). 

(iv) Claims described in paragraph 
(d)(5) of this section may not be made 
on the label or in labeling of a product 
if the nutrient content of the reference 
product meets the definition for ‘‘low 
cholesterol.’’ 

(e) ‘‘Lean’’ and ‘‘Extra Lean’’ claims. (1) 
The term ‘‘lean’’ may be used on the 
label or in labeling of a product, pro-
vided that the product contains less 
than 10 g of fat, 4.5 g or less of satu-
rated fat, and less than 95 mg of choles-
terol per 100 g of product and per ref-
erence amount customarily consumed 
for individual foods, and per 100 g of 
product and per labeled serving size for 
meal-type products as defined in 
§ 381.413(l) and main-dish products as 
defined in § 381.413(m). 

(2) The term ‘‘extra lean’’ may be used 
on the label or in labeling of a product, 
provided that the product contains less 
than 5 g of fat, less than 2 g of satu-
rated fat, and less than 95 mg of choles-
terol per 100 g of product and per ref-
erence amount customarily consumed 
for individual foods, and per 100 g of 
product and per labeled serving size for 
meal-type products as defined in 
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1 This regulation previously provided that, 
after January 1, 2006, individual poultry 
products bearing the claim ‘‘healthy’’ (or any 
derivative of the term ‘‘health’’) must contain 
no more than 360 mg of sodium and that 
meal-type products bearing the claim 
‘‘healthy’’ (or any other derivative of the 
term ‘‘health’’) must contain no more than 
600 mg of sodium. Implementation of these 
sodium level requirements for products bear-
ing the claim ‘‘healthy’’ (or any derivative of 
the term ‘‘health’’) has been deferred indefi-
nitely due to technological barriers and con-
sumer preferences. 

§ 381.413(l) and main-dish products as 
defined in § 381.413(m). 

[60 FR 214, Jan. 3, 1995, as amended at 69 FR 
58803, Oct. 1, 2004] 

EFFECTIVE DATE NOTE: At 75 FR 82167, Dec. 
29, 2010, § 381.462 was amended by adding a 
new paragraph (f), effective Jan. 1, 2012. For 
the convenience of the user, the added text is 
set forth as follows: 

§ 381.462 Nutrient content claims for fat, 
fatty acids, and cholesterol content. 

* * * * * 

(f) A statement of the lean percentage may 
be used on the label or in labeling of ground 
or chopped poultry products described in 
§ 381.401 when the product does not meet the 
criteria for ‘‘low fat,’’ defined in § 381.462(b)(2), 
provided that a statement of the fat percent-
age is contiguous to and in lettering of the 
same color, size, type, and on the same color 
background, as the statement of the lean 
percentage. 

* * * * * 

§ 381.463 Nutrient content claims for 
‘‘healthy.’’ 

(a) The term ‘‘healthy,’’ or any other 
derivative of the term ‘‘health,’’ may be 
used on the labeling of any poultry 
product, provided that the product is 
labeled in accordance with § 381.409 and 
§ 381.413. 

(b)(1) The product shall meet the re-
quirements for ‘‘low fat’’ and ‘‘low satu-
rated fat,’’ as defined in § 381.462, except 
that single-ingredient, raw products 
may meet the total fat and saturated 
fat criteria for ‘‘extra lean’’ in § 381.462. 

(2) The product shall not contain 
more than 60 milligrams (mg) of cho-
lesterol per reference amount custom-
arily consumed, per labeled serving 
size, and, only for foods with reference 
amounts customarily consumed of 30 
grams (g) or less or 2 tablespoons (tbsp) 
or less, per 50 g, and, for dehydrated 
products that must be reconstituted 
with water or a diluent containing an 
insignificant amount, as defined in 
§ 381.409(f)(1), of all nutrients, the per- 
50-g criterion refers to the prepared 
form, except that: 

(i) A main-dish product, as defined in 
§ 381.413(m), and meal-type product, as 
defined in § 381.413(l), and including 
meal-type products that weigh more 
than 12 ounces (oz) per serving (con-

tainer), shall not contain more than 90 
mg of cholesterol per labeled serving 
size; and 

(ii) Single-ingredient, raw products 
may meet the cholesterol criterion for 
‘‘extra lean’’ in § 381.462. 

(3) The product shall not contain 
more than 480 mg of sodium per ref-
erence amount customarily consumed, 
per labeled serving size, and, only for 
foods with reference amounts custom-
arily consumed of 30 g or less or 2 tbsp 
or less, per 50 g, and, for dehydrated 
products that must be reconstituted 
with water or a diluent containing an 
insignificant amount, as defined in 
§ 381.409(f)(1), of all nutrients, the per- 
50-g criterion refers to the prepared 
form, except that: 

(i) A main-dish product, as defined in 
§ 381.413(m), and meal-type product, as 
defined in § 381.413(l), and including 
meal-type products that weigh more 
than 12 oz per serving (container), shall 
not contain more than 600 mg of so-
dium per labeled serving size;1 and 

(ii) The requirements of this para-
graph (b)(3) do not apply to single-in-
gredient, raw products. 

(4) The product shall contain 10 per-
cent or more of the Reference Daily In-
take or Daily Reference Value as de-
fined in § 381.409 for vitamin A, vitamin 
C, iron, calcium, protein, or fiber per 
reference amount customarily con-
sumed prior to any nutrient addition, 
except that: 

(i) A main-dish product, as defined in 
§ 381.413(m), and including meal-type 
products that weigh less than 10 oz per 
serving (container), shall meet the 
level for two of the nutrients per la-
beled serving size; and 

(ii) A meal-type product, as defined 
in § 381.413(l), shall meet the level for 
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three of the nutrients per labeled serv-
ing size. 

[59 FR 24228, May 10, 1994, as amended at 60 
FR 217, Jan. 3, 1995; 63 FR 7281, Feb. 13, 1998; 
64 FR 72492, Dec. 28, 1999; 68 FR 463, Jan. 6, 
2003; 69 FR 58803, Oct. 1, 2004; 71 FR 1686, Jan. 
11, 2006] 

§§ 381.464–381.468 [Reserved] 

§ 381.469 Labeling applications for nu-
trient content claims. 

(a) This section pertains to labeling 
applications for claims, express or im-
plied, that characterize the level of any 
nutrient required to be on the label or 
in labeling of product by this subpart. 

(b) Labeling applications included in 
this section are: 

(1) Labeling applications for a new 
(heretofore unauthorized) nutrient con-
tent claim, 

(2) Labeling applications for a syn-
onymous term (i.e., one that is con-
sistent with a term defined by regula-
tion) for characterizing the level of a 
nutrient, and 

(3) Labeling applications for the use 
of an implied claim in a brand name. 

(c) Labeling applications and sup-
porting documentation to be filed 
under this section shall be submitted 
in quadruplicate, except that the sup-
porting documentation may be sub-
mitted on a computer disc copy. If any 
part of the material submitted is in a 
foreign language, it shall be accom-
panied by an accurate and complete 
English translation. The labeling appli-
cation shall state the applicant’s post 
office address. 

(d) Pertinent information will be 
considered as part of an application on 
the basis of specific reference to such 
information submitted to and retained 
in the files of the Food Safety and In-
spection Service. However, any ref-
erence to unpublished information fur-
nished by a person other than the ap-
plicant will not be considered unless 
use of such information is authorized 
(with the understanding that such in-
formation may in whole or part be sub-
ject to release to the public) in a writ-
ten statement signed by the person 
who submitted it. Any reference to 
published information should be ac-
companied by reprints or photostatic 
copies of such references. 

(e) If nonclinical laboratory studies 
accompany a labeling application, the 
applicant shall include, with respect to 
each nonclinical study included with 
the application, either a statement 
that the study has been, or will be, 
conducted in compliance with the good 
laboratory practice regulations as set 
forth in part 58 of chapter 1, title 21, or, 
if any such study was not conducted in 
compliance with such regulations, a 
brief statement of the reason for the 
noncompliance. 

(f) If clinical investigations accom-
pany a labeling application, the appli-
cant shall include, with respect to each 
clinical investigation included with the 
application, either a statement that 
the investigation was conducted in 
compliance with the requirements for 
institutional review set forth in part 56 
of chapter 1, title 21, or was not subject 
to such requirements in accordance 
with § 56.194 or § 56.105, and that it was 
conducted in compliance with the re-
quirements for informed consents set 
forth in part 50 of chapter 1, title 21. 

(g) The availability for public disclo-
sure of labeling applications, along 
with supporting documentation, sub-
mitted to the Agency under this sec-
tion will be governed by the rules spec-
ified in subchapter D, title 9. 

(h) The data specified under this sec-
tion to accompany a labeling applica-
tion shall be submitted on separate 
sheets, suitably identified. If such data 
has already been submitted with an 
earlier labeling application from the 
applicant, the present labeling applica-
tion must provide the data. 

(i) The labeling application must be 
signed by the applicant or by his or her 
attorney or agent, or (if a corporation) 
by an authorized official. 

(j) The labeling application shall in-
clude a statement signed by the person 
responsible for the labeling applica-
tion, that to the best of his or her 
knowledge, it is a representative and 
balanced submission that includes un-
favorable information, as well as favor-
able information, known to him or her 
pertinent to the evaluation of the la-
beling application. 

(k)(1) Labeling applications for a new 
nutrient content claim shall be accom-
panied by the following data which 
shall be submitted in the following 
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form to the Director, Food Labeling 
Division, Regulatory Programs, Food 
Safety and Inspection Service, Wash-
ington, DC 20250: 

llllllllllllllllllllllll

(Date) 

The undersigned, llllll submits this 
labeling application pursuant to 9 CFR 
381.469 with respect to (statement of the 
claim and its proposed use). 

Attached hereto, in quadruplicate, or on a 
computer disc copy, and constituting a part 
of this labeling application, are the fol-
lowing: 

(i) A statement identifying the nutrient 
content claim and the nutrient that the 
term is intended to characterize with respect 
to the level of such nutrient. The statement 
shall address why the use of the term as pro-
posed will not be misleading. The statement 
shall provide examples of the nutrient con-
tent claim as it will be used on labels or la-
beling, as well as the types of products on 
which the claim will be used. The statement 
shall also specify the level at which the nu-
trient must be present or what other condi-
tions concerning the product must be met 
for the appropriate use of the term in labels 
or labeling, as well as any factors that would 
make the use of the term inappropriate. 

(ii) A detailed explanation supported by 
any necessary data of why use of the food 
component characterized by the claim is of 
importance in human nutrition by virtue of 
its presence or absence at the levels that 
such claim would describe. This explanation 
shall also state what nutritional benefit to 
the public will derive from use of the claim 
as proposed and why such benefit is not 
available through the use of existing terms 
defined by regulation. If the claim is in-
tended for a specific group within the popu-
lation, the analysis shall specifically address 
nutritional needs of such group, and sci-
entific data sufficient for such purpose, and 
data and information to the extent necessary 
to demonstrate that consumers can be ex-
pected to understand the meaning of the 
term under the proposed conditions of use. 

(iii) Analytical data that demonstrates the 
amount of the nutrient that is present in the 
products for which the claim is intended. 
The assays should be performed on rep-
resentative samples in accordance with 
381.409(h). If no USDA or AOAC methods are 
available, the applicant shall submit the 
assay method used, and data establishing the 
validity of the method for assaying the nu-
trient in the particular food. The validation 
data shall include a statistical analysis of 
the analytical and product variability. 

(iv) A detailed analysis of the potential ef-
fect of the use of the proposed claim on food 
consumption, and any corresponding changes 
in nutrient intake. The analysis shall spe-

cifically address the intake of nutrients that 
have beneficial and negative consequences in 
the total diet. If the claim is intended for a 
specific group within the population, the 
above analysis shall specifically address the 
dietary practices of such group, and shall in-
clude data sufficient to demonstrate that the 
dietary analysis is representative of such 
group. 

Yours very truly, 

Applicant lllllllllllllll

By lllllllllllllllllll

(Indicate authority) 

(2) Upon receipt of the labeling appli-
cation and supporting documentation, 
the applicant shall be notified, in writ-
ing, of the date on which the labeling 
application was received. Such notice 
shall inform the applicant that the la-
beling application is undergoing Agen-
cy review and that the applicant shall 
subsequently be notified of the Agen-
cy’s decision to consider for further re-
view or deny the labeling application. 

(3) Upon review of the labeling appli-
cation and supporting documentation, 
the Agency shall notify the applicant, 
in writing, that the labeling applica-
tion is either being considered for fur-
ther review or that it has been sum-
marily denied by the Administrator. 

(4) If the labeling application is sum-
marily denied by the Administrator, 
the written notification shall state the 
reasons therefor, including why the 
Agency has determined that the pro-
posed nutrient content claim is false or 
misleading. The notification letter 
shall inform the applicant that the ap-
plicant may submit a written state-
ment by way of answer to the notifica-
tion, and that the applicant shall have 
the right to request a hearing with re-
spect to the merits or validity of the 
Administrator’s decision to deny the 
use of the proposed nutrient content 
claim. 

(i) If the applicant fails to accept the 
determination of the Administrator 
and files an answer and requests a 
hearing, and the Administrator, after 
review of the answer, determines the 
initial determination to be correct, the 
Administrator shall file with the Hear-
ing Clerk of the Department the notifi-
cation, answer, and the request for a 
hearing, which shall constitute the 
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complaint and answer in the pro-
ceeding, which shall thereafter be con-
ducted in accordance with the Depart-
ment’s Uniform Rules of Practice. 

(ii) The hearing shall be conducted 
before an administrative law judge 
with the opportunity for appeal to the 
Department’s Judicial Officer, who 
shall make the final determination for 
the Secretary. Any such determination 
by the Secretary shall be conclusive 
unless, within 30 days after receipt of 
notice of such final determination, the 
applicant appeals to the United States 
Court of Appeals for the circuit in 
which the applicant has its principal 
place of business or to the United 
States Court of Appeals for the District 
of Columbia Circuit. 

(5) If the labeling application is not 
summarily denied by the Adminis-
trator, the Administrator shall publish 
in the FEDERAL REGISTER a proposed 
rule to amend the regulations to au-
thorize the use of the nutrient content 
claim. The proposal shall also summa-
rize the labeling application, including 
where the supporting documentation 
can be reviewed. The Administrator’s 
proposed rule shall seek comment from 
consumers, the industry, consumer and 
industry groups, and other interested 
persons on the labeling application and 
the use of the proposed nutrient con-
tent claim. After public comment has 
been received and reviewed by the 
Agency, the Administrator shall make 
a determination on whether the pro-
posed nutrient content claim shall be 
approved for use on the labeling of 
poultry products. 

(i) If the claim is denied by the Ad-
ministrator, the Agency shall notify 
the applicant, in writing, of the basis 
for the denial, including the reason 
why the claim on the labeling was de-
termined by the Agency to be false or 
misleading. The notification letter 
shall also inform the applicant that the 
applicant may submit a written state-
ment by way of answer to the notifica-
tion, and that the applicant shall have 
the right to request a hearing with re-
spect to the merits or validity of the 
Administrator’s decision to deny the 
use of the proposed nutrient content 
claim. 

(A) If the applicant fails to accept 
the determination of the Adminis-

trator and files an answer and requests 
a hearing, and the Administrator, after 
review of the answer, determines the 
initial determination to be correct, the 
Administrator shall file with the Hear-
ing Clerk of the Department the notifi-
cation, answer, and the request for a 
hearing, which shall constitute the 
complaint and answer in the pro-
ceeding, which shall thereafter be con-
ducted in accordance with the Depart-
ment’s Uniform Rules of Practice. 

(B) The hearing shall be conducted 
before an administrative law judge 
with the opportunity for appeal to the 
Department’s Judicial Officer, who 
shall make the final determination for 
the Secretary. Any such determination 
by the Secretary shall be conclusive 
unless, within 30 days after receipt of 
the notice of such final determination, 
the applicant appeals to the United 
States Court of Appeals for the circuit 
in which the applicant has its principal 
place of business or to the United 
States Court of Appeals for the District 
of Columbia Circuit. 

(ii) If the claim is approved, the 
Agency shall notify the applicant, in 
writing, and shall also publish in the 
FEDERAL REGISTER a final rule amend-
ing the regulations to authorize the 
use of the claim. 

(l)(1) Labeling applications for a syn-
onymous term shall be accompanied by 
the following data which shall be sub-
mitted in the following form to the Di-
rector, Food Labeling Division, Regu-
latory Programs, Food Safety and In-
spection Service, Washington, DC 20250: 

llllllllllllllllllllllll

(Date) 

The undersigned, llllll submits this 
labeling application pursuant to 9 CFR 
381.469 with respect to (statement of the syn-
onymous term and its proposed use in a nu-
trient content claim that is consistent with 
an existing term that has been defined under 
subpart Y of part 381). 

Attached hereto, in quadruplicate, or on a 
computer disc copy, and constituting a part 
of this labeling application, are the fol-
lowing: 

(i) A statement identifying the synony-
mous term, the existing term defined by a 
regulation with which the synonymous term 
is claimed to be consistent, and the nutrient 
that the term is intended to characterize the 
level of. The statement shall address why the 
use of the synonymous term as proposed will 
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not be misleading. The statement shall pro-
vide examples of the nutrient content claim 
as it will be used on labels or labeling, as 
well as the types of products on which the 
claim will be used. The statement shall also 
specify whether any limitations not applica-
ble to the use of the defined term are in-
tended to apply to the use of the synony-
mous term. 

(ii) A detailed explanation supported by 
any necessary data of why use of the pro-
posed term is requested, including whether 
the existing defined term is inadequate for 
the purpose of effectively characterizing the 
level of a nutrient. This explanation shall 
also state what nutritional benefit to the 
public will derive from use of the claim as 
proposed, and why such benefit is not avail-
able through use of existing terms defined by 
regulation. If the claim is intended for a spe-
cific group within the population, the anal-
ysis shall specifically address nutritional 
needs of such group, scientific data sufficient 
for such purpose, and data and information 
to the extent necessary to demonstrate that 
consumers can be expected to understand the 
meaning of the term under the proposed con-
ditions of use. 

Yours very truly, 
Applicant lllllllllllllll

By lllllllllllllllllll

(Indicate authority) 

(2) Upon receipt of the labeling appli-
cation and supporting documentation, 
the applicant shall be notified, in writ-
ing, of the date on which the labeling 
application was received. Such notice 
shall inform the applicant that the la-
beling application is undergoing Agen-
cy review and that the applicant shall 
subsequently be notified of the Agen-
cy’s decision to consider for further re-
view or deny the labeling application. 

(3) Upon review of the labeling appli-
cation and supporting documentation, 
the Agency shall notify the applicant, 
in writing, that the labeling applica-
tion is either being considered for fur-
ther review or that it has been sum-
marily denied by the Administrator. 

(4) If the labeling application is sum-
marily denied by the Administrator, 
the written notification shall state the 
reasons therefor, including why the 
Agency has determined that the pro-
posed synonymous term is false or mis-
leading. The notification letter shall 
inform the applicant that the applicant 
may submit a written statement by 
way of answer to the notification, and 
that the applicant shall have the right 
to request a hearing with respect to 

the merits or validity of the Adminis-
trator’s decision to deny the use of the 
proposed synonymous term. 

(i) If the applicant fails to accept the 
determination of the Administrator 
and files an answer and requests a 
hearing, and the Administrator, after 
review of the answer, determines the 
initial determination to be correct, the 
Administrator shall file with the Hear-
ing Clerk of the Department the notifi-
cation, answer, and the request for a 
hearing, which shall constitute the 
complaint and answer in the pro-
ceeding, which shall thereafter be con-
ducted in accordance with the Depart-
ment’s Uniform Rules of Practice. 

(ii) The hearing shall be conducted 
before an administrative law judge 
with the opportunity for appeal to the 
Department’s Judicial Officer, who 
shall make the final determination for 
the Secretary. Any such determination 
by the Secretary shall be conclusive 
unless, within 30 days after receipt of 
notice of such final determination, the 
applicant appeals to the United States 
Court of Appeals for the circuit in 
which the applicant has its principal 
place of business or to the United 
States Court of Appeals for the District 
of Columbia Circuit. 

(5) If the claim is approved, the Agen-
cy shall notify the applicant, in writ-
ing, and shall publish in the FEDERAL 
REGISTER a notice informing the public 
that the synonymous term has been ap-
proved for use. 

(m)(1) Labeling applications for the 
use of an implied nutrient content 
claim in a brand name shall be accom-
panied by the following data which 
shall be submitted in the following 
form to the Director, Food Labeling 
Division, Regulatory Programs, Food 
Safety and Inspection Service, Wash-
ington, DC 20250: 

llllllllllllllllllllllll

(Date) 
The undersigned, llllll submits this 

labeling application pursuant to 9 CFR 
381.469 with respect to (statement of the im-
plied nutrient content claim and its proposed 
use in a brand name). 

Attached hereto, in quadruplicate, or on a 
computer disc copy, and constituting a part 
of this labeling application, are the fol-
lowing: 

(i) A statement identifying the implied nu-
trient content claim, the nutrient the claim 
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is intended to characterize, the cor-
responding term for characterizing the level 
of such nutrient as defined by a regulation, 
and the brand name of which the implied 
claim is intended to be a part. The statement 
shall address why the use of the brand-name 
as proposed will not be misleading. The 
statement shall provide examples of the 
types of products on which the brand name 
will appear. It shall also include data show-
ing that the actual level of the nutrient in 
the food would qualify the label of the prod-
uct to bear the corresponding term defined 
by regulation. Assay methods used to deter-
mine the level of a nutrient shall meet the 
requirements stated under labeling applica-
tion format in paragraph (k)(1)(iii) of this 
section. 

(ii) A detailed explanation supported by 
any necessary data of why use of the pro-
posed brand name is requested. This expla-
nation shall also state what nutritional ben-
efit to the public will derive from use of the 
brand name as proposed. If the branded prod-
uct is intended for a specific group within 
the population, the analysis shall specifi-
cally address nutritional needs of such group 
and scientific data sufficient for such pur-
pose. 

Yours very truly, 
Applicant lllllllllllllll

By lllllllllllllllllll

(2) Upon receipt of the labeling appli-
cation and supporting documentation, 
the applicant shall be notified, in writ-
ing, of the date on which the labeling 
application was received. Such notice 
shall inform the applicant that the la-
beling application is undergoing Agen-
cy review and that the applicant shall 
subsequently be notified of the Agen-
cy’s decision to consider for further re-
view or deny the labeling application. 

(3) Upon review of the labeling appli-
cation and supporting documentation, 
the Agency shall notify the applicant, 
in writing, that the labeling applica-
tion is either being considered for fur-
ther review or that it has been sum-
marily denied by the Administrator. 

(4) If the labeling application is sum-
marily denied by the Administrator, 
the written notification shall state the 
reasons therefor, including why the 
Agency has determined that the pro-
posed implied nutrient content claim is 
false or misleading. The notification 
letter shall inform the applicant that 
the applicant may submit a written 
statement by way of answer to the no-
tification, and that the applicant shall 
have the right to request a hearing 

with respect to the merits or validity 
of the Administrator’s decision to deny 
the use of the proposed implied nutri-
ent content claim. 

(i) If the applicant fails to accept the 
determination of the Administrator 
and files an answer and requests a 
hearing, and the Administrator, after 
review of the answer, determines the 
initial determination to be correct, the 
Administrator shall file with the Hear-
ing Clerk of the Department the notifi-
cation, answer, and the request for a 
hearing, which shall constitute the 
complaint and answer in the pro-
ceeding, which shall thereafter be con-
ducted in accordance with the Depart-
ment’s Uniform Rules of Practice. 

(ii) The hearing shall be conducted 
before an administrative law judge 
with the opportunity for appeal to the 
Department’s Judicial Officer, who 
shall make the final determination for 
the Secretary. Any such determination 
by the Secretary shall be conclusive 
unless, within 30 days after receipt of 
notice of such final determination, the 
applicant appeals to the United States 
Court of Appeals for the circuit in 
which the applicant has its principal 
place of business or to the United 
States Court of Appeals for the District 
of Columbia Circuit. 

(5) If the labeling application is not 
summarily denied by the Adminis-
trator, the Administrator shall publish 
a notice of the labeling application in 
the FEDERAL REGISTER seeking a com-
ment on the use of the implied nutrient 
content claim. The notice shall also 
summarize the labeling application, in-
cluding where the supporting docu-
mentation can be reviewed. The Ad-
ministrator’s notice shall seek com-
ment from consumers, the industry, 
consumer and industry groups, and 
other interested persons on the label-
ing application and the use of the im-
plied nutrient content claim. After 
public comment has been received and 
reviewed by the Agency, the Adminis-
trator shall make a determination on 
whether the implied nutrient content 
claim shall be approved for use on the 
labeling of poultry products. 

(i) If the claim is denied by the Ad-
ministrator, the Agency shall notify 
the applicant, in writing, of the basis 
for the denial, including the reason 
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why the claim on the labeling was de-
termined by the Agency to be false or 
misleading. The notification letter 
shall also inform the applicant that the 
applicant may submit a written state-
ment by way of answer to the notifica-
tion, and that the applicant shall have 
the right to request a hearing with re-
spect to the merits or validity of the 
Administrator’s decision to deny the 
use of the proposed implied nutrient 
content claim. 

(A) If the applicant fails to accept 
the determination of the Adminis-
trator and files an answer and requests 
a hearing, and the Administrator, after 
review of the answer, determines the 
initial determination to be correct, the 
Administrator shall file with the Hear-
ing Clerk of the Department the notifi-
cation, answer, and the request for a 
hearing, which shall constitute the 
complaint and answer in the pro-
ceeding, which shall thereafter be con-
ducted in accordance with the Depart-
ment’s Uniform Rules of Practice. 

(B) The hearing shall be conducted 
before an administrative law judge 
with the opportunity for appeal to the 
Department’s Judicial Officer, who 
shall make the final determination for 
the Secretary. Any such determination 
by the Secretary shall be conclusive 
unless, within 30 days after receipt of 
the notice of such final determination, 
the applicant appeals to the United 
States Court of Appeals for the circuit 
in which the applicant has its principal 
place of business or to the United 
States Court of Appeals for the District 
of Columbia Circuit. 

(ii) If the claim is approved, the 
Agency shall notify the applicant, in 
writing, and shall also publish in the 
FEDERAL REGISTER a notice informing 
the public that the implied nutrient 
content claim has been approved for 
use. 

(Paperwork requirements were approved by 
the Office of Management and Budget under 
control number 0583–0088.) 

[58 FR 675, Jan. 6, 1993, as amended at 59 FR 
45198, Sept. 1, 1994; 60 FR 217, Jan. 3, 1995] 

§§ 381.470–381.479 [Reserved] 

§ 381.480 Label statements relating to 
usefulness in reducing or maintain-
ing body weight. 

(a) General requirements. Any product 
that purports to be or is represented 
for special dietary use because of use-
fulness in reducing body weight shall 
bear: 

(1) Nutrition labeling in conformity 
with § 381.409 of this subpart, unless ex-
empt under that section, and 

(2) A conspicuous statement of the 
basis upon which the product claims to 
be of special dietary usefulness. 

(b) Nonnutritive ingredients. (1) Any 
product subject to paragraph (a) of this 
section that achieves its special die-
tary usefulness by use of a nonnutri-
tive ingredient (i.e., one not utilized in 
normal metabolism) shall bear on its 
label a statement that it contains a 
nonnutritive ingredient and the per-
centage by weight of the nonnutritive 
ingredient. 

(2) A special dietary product may 
contain a nonnutritive sweetener or 
other ingredient only if the ingredient 
is safe for use in the product under the 
applicable law and regulations of this 
chapter. Any product that achieves its 
special dietary usefulness in reducing 
or maintaining body weight through 
the use of a nonnutritive sweetener 
shall bear on its label the statement 
required by paragraph (b)(1) of this sec-
tion, but need not state the percentage 
by weight of the nonnutritive sweet-
ener. If a nutritive sweetener(s) as well 
as nonnutritive sweetener(s) is added, 
the statement shall indicate the pres-
ence of both types of sweetener; e.g., 
‘‘Sweetened with nutritive sweetener(s) 
and nonnutritive sweetener(s).’’ 

(c)‘‘Low calorie’’ foods. A product pur-
porting to be ‘‘low calorie’’ must com-
ply with the criteria set forth for such 
foods in § 381.460. 

(d) ‘‘Reduced calorie’’ foods and other 
comparative claims. A product pur-
porting to be ‘‘reduced calorie’’ or oth-
erwise containing fewer calories than a 
reference food must comply with the 
criteria set forth for such foods in 
§ 387.460(b) (4) and (5). 

(e) ‘‘Label terms suggesting usefulness 
as low calorie or reduced calorie foods’’. 
(1) Except as provided in paragraphs 
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(e)(2) and (e)(3) of this section, a prod-
uct may be labeled with terms such as 
‘‘diet,’’ ‘‘dietetic,’’ ‘‘artificially sweet-
ened,’’ or ‘‘sweetened with nonnutritive 
sweetener’’ only if the claim is not false 
or misleading, and the product is la-
beled ‘‘low calorie’’ or ‘‘reduced calorie’’ 
or bears another comparative calorie 
claim in compliance with the applica-
ble provisions in this subpart. 

(2) Paragraph (e)(1) of this section 
shall not apply to any use of such 
terms that is specifically authorized by 
regulation governing a particular food, 
or, unless otherwise restricted by regu-
lation, to any use of the term ‘‘diet’’ 
that clearly shows that the product is 
offered solely for a dietary use other 
than regulating body weight, e.g., ‘‘for 
low sodium diets.’’ 

(3) Paragraph (e)(1) of this section 
shall not apply to any use of such 
terms on a formulated meal replace-
ment or other product that is rep-
resented to be of special dietary use as 
a whole meal, pending the issuance of a 
regulation governing the use of such 
terms on foods. 

(f) ‘‘Sugar free’’ and ‘‘no added sugar’’. 
Criteria for the use of the terms ‘‘sugar 
free’’ and ‘‘no added sugar’’ are provided 
for in § 381.460(c). 

[58 FR 675, Jan. 6, 1993; 58 FR 43789, Aug. 18, 
1993, as amended at 58 FR 47628, Sept. 10, 
1993; 60 FR 217, Jan. 3, 1995] 

§§ 381.481–381.499 [Reserved] 

§ 381.500 Exemption from nutrition la-
beling. 

(a) The following poultry products 
are exempt from nutrition labeling: 

(1) Food products produced by small 
businesses, provided that the labels for 
these products bear no nutrition claims 
or nutrition information, 

(i) A food product, for purposes of the 
small business exemption, is defined as 
a formulation, not including distinct 
flavors which do not significantly alter 
the nutritional profile, sold in any size 
package in commerce. 

(ii) For purposes of this paragraph, a 
small business is any single-plant facil-
ity or multi-plant company/firm that 
employs 500 or fewer people and pro-
duces no more than the following 
amounts of pounds of the product 

qualifying the firm for exemption from 
this subpart: 

(A) During the first year of imple-
mentation of nutrition labeling, from 
July 1994 to July 1995, 250,000 pounds or 
less, 

(B) During the second year of imple-
mentation of nutrition labeling, from 
July 1995 to July 1996, 175,000 pounds or 
less, and 

(C) During the third year of imple-
mentation and subsequent years there-
after, 100,000 pounds or less. 

(iii) For purposes of this paragraph, 
calculation of the amount of pounds 
shall be based on the most recent 2- 
year average of business activity. 
Where firms have been in business less 
than 2 years or where products have 
been produced for less than 2 years, 
reasonable estimates must indicate 
that the annual pounds produced will 
not exceed the amounts specified. 

(2) Products intended for further 
processing, provided that the labels for 
these products bear no nutrition claims 
or nutrition information, 

(3) Products that are not for sale to 
consumers, provided that the labels for 
these products bear no nutrition claims 
or nutrition information, 

(4) Products in small packages that 
are individually wrapped packages of 
less than 1⁄2 ounce net weight, provided 
that the labels for these products bear 
no nutrition claims or nutrition infor-
mation, 

(5) Products custom slaughtered or 
prepared, 

(6) Products intended for export, and 
(7) The following products prepared 

and served or sold at retail provided 
that the labels or the labeling of these 
products bear no nutrition claims or 
nutrition information: 

(i) Ready-to-eat products that are 
packaged or portioned at a retail store 
or similar retail-type establishment; 
and 

(ii) Multi-ingredient products (e.g. 
sausage) processed at a retail store or 
similar retail-type establishment. 

(b) Restaurant menus generally do 
not constitute labeling or fall within 
the scope of these regulations. 

(c)(1) Foods represented to be specifi-
cally for infants and children less than 
2 years of age shall bear nutrition la-
beling as provided in paragraph (c)(2) of 
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this section, except such labeling shall 
not include calories from fat, calories 
from saturated fat, saturated fat, ste-
aric acid, polyunsaturated fat, 
monounsaturated fat, and cholesterol. 

(2) Foods represented or purported to 
be specifically for infants and children 
less than 4 years of age shall bear nu-
trition labeling except that: 

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

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

(iii) The heading ‘‘Percent Daily 
Value’’ required in § 381.409(d)(6) shall 
be placed immediately below the quan-
titative information by weight for pro-
tein; 

(iv) The percent of the Daily Value 
for protein, vitamins, and minerals 
shall be listed immediately below the 
heading ‘‘Percent Daily Value’’; and 

(v) Such labeling shall not include 
the footnote specified in § 381.409(d)(9). 

(d)(1) Products in packages that have 
a total surface area available to bear 
labeling of less than 12 square inches 
are exempt from nutrition labeling, 
provided that the labeling for these 
products bear no nutrition claims or 
other nutrition information. The man-
ufacturer, packer, or distributor 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 obtain the re-
quired nutrition information (e.g., ‘‘For 
nutrition information call 1–800–123– 
4567’’). 

(2) 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 a type 
size no smaller than 6 point or all 
upper case type of 1⁄16-inch minimum 
height, except that individual serving- 
size packages of poultry products that 
have a total area available to bear la-
beling of 3 square inches or less may 
provide all required information in a 

type size no smaller than 1⁄32-inch min-
imum height. 

[58 FR 675, Jan. 6, 1993, as amended at 58 FR 
47628, Sept. 10, 1993; 59 FR 45198, Sept. 1, 1994; 
60 FR 217, Jan. 3, 1995] 

EFFECTIVE DATE NOTE: At 75 FR 82167, Dec. 
29, 2010, § 381.500 was amended as follows, ef-
fective Jan. 1, 2012. 

a. Revising paragraph (a)(1) introductory 
text; 

b. Amending paragraph (a)(1)(ii) by adding, 
‘‘, including a single retail store,’’ after the 
phrase ‘‘single-plant facility,’’ and by adding 
‘‘,including a multi-retail store operation’’ 
after ‘‘company/firm’’; 

c. Amending paragraph (a)(7)(i) by remov-
ing the semi-colon and ‘‘and’’ and adding the 
following at the end of the paragraph: ‘‘, pro-
vided, however, that this exemption does not 
apply to ready-to-eat ground or chopped 
poultry products described in § 381.401 that 
are packaged or portioned at a retail estab-
lishment, unless the establishment qualifies 
for an exemption under (a)(1);’’; 

d. Amending paragraph (a)(7)(ii) by remov-
ing the period and adding the following at 
the end of the paragraph: ‘‘, provided, how-
ever, that this exemption does not apply to 
multi-ingredient ground or chopped poultry 
products described in § 381.401 that are proc-
essed at a retail establishment, unless the 
establishment qualifies for an exemption 
under (a)(1); and’’; 

e. Adding a new paragraph (a)(7)(iii); and 
f. Amending paragraph (d)(1) by removing 

the period at the end of the sentence, and by 
adding the following to the end of the sen-
tence: ‘‘except that this exemption does not 
apply to the major cuts of single-ingredient, 
raw poultry products identified in § 381.444.’’ 
For the convenience of the user, the added 
and revised text is set forth as follows: 

§ 381.500 Exemption from nutrition labeling. 
(a) * * * 
(1) Food products produced by small busi-

nesses other than the major cuts of single-in-
gredient, raw poultry products identified in 
§ 381.444 produced by small businesses, pro-
vided that the labels for these products bear 
no nutrition claims or nutrition informa-
tion, and ground or chopped products de-
scribed in § 381.401 produced by small busi-
nesses that bear a statement of the lean per-
centage and fat percentage on the label or in 
labeling in accordance with § 381.462(f), pro-
vided that labels or labeling for these prod-
ucts bear no other nutrition claims or nutri-
tion information, 

* * * * * 

(7) * * * 
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(iii) Products that are ground or chopped 
at an individual customer’s request. 

* * * * * 

SUBCHAPTERS B–C [RESERVED] 
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