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or candy departments; or at self-serv-
ice food bars such as salad bars), Pro-
vided, That the food bears no nutrition 
claims or other nutrition information 
in any context on the label or in label-
ing or advertising. Claims or other nu-
trition information subject the food to 
the provisions of this section. 

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

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

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

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

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

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

(D) Percent of Daily Value for pro-
tein, vitamins, and minerals shall be 
listed immediately below the heading 
‘‘Percent Daily Value’’; and 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

(B) When such products bear nutri-
tion labeling, either voluntarily or be-
cause nutrition claims or other nutri-
tion information is provided, all re-
quired information shall be in type size 
no smaller than 6 point or all upper-
case type of 1/16 inches minimum 
height, except that individual serving- 
size packages of food served with meals 
in restaurants, institutions, and on 
board passenger carriers, and not in-
tended for sale at retail, may comply 
with § 101.2(c)(5). 

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

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

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

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

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

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

(C) Omitting the footnote required in 
paragraph (d)(9) of this section and 
placing another asterisk at the bottom 
of the label followed by the statement 
‘‘Percent Daily Values are based on a 
2,000 calorie diet‘‘ and, if the term 
‘‘Daily Value’’ is not spelled out in the 
heading, a statement that ‘‘DV’’ rep-
resents ‘‘Daily Value.’’ 

(D) Presenting the required nutrition 
information on any label panel. 

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

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

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

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

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

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

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

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

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

(A) Between May 8, 1995, and May 7, 
1996, if, for the period between May 8, 
1994, and May 7, 1995, the person claim-
ing the exemption employed fewer than 
an average of 300 full-time equivalent 
employees and fewer than 400,000 units 
of that product were sold in the United 
States; and 

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

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

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

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

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

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

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

(D) The number of full-time equiva-
lent employees. Provide the average 
number of full-time equivalent individ-
uals employed by the person and its af-
filiates for the 12 months preceding the 
period for which a small business ex-
emption is claimed for a product. The 
average number of full-time equivalent 
employees is to be determined by divid-
ing the total number of hours of salary 
or wages paid to employees of the per-
son and its affiliates by the number of 
hours of work in a year, 2,080 hours 
(i.e., 40 hours×52 weeks); 

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

(F) The notice shall be signed by a re-
sponsible individual for the person who 
can certify the accuracy of the infor-
mation presented in the notice. The in-
dividual shall certify that the informa-
tion contained in the notice is a com-
plete and accurate statement of the av-
erage number of full-time equivalent 

employees of this person and its affili-
ates and of the number of units of the 
product for which an exemption is 
claimed sold by the person. The indi-
vidual shall also state that should the 
average number of full-time equivalent 
employees or the number of units of 
food products sold in the United States 
by the person exceed the applicable 
numbers for the time period for which 
exemption is claimed, the person will 
notify FDA of that fact and the date on 
which the number of employees or the 
number of products sold exceeded the 
standard. 

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

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

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

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

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

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

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

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

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

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

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

[58 FR 2175, Jan. 6, 1993, as amended at 58 FR 
2227, 2533, Jan. 6, 1993; 58 FR 17104, Apr. 1, 
1993; 58 FR 17328–17331, Apr. 2, 1993; 58 FR 
44048, 44076, Aug. 18, 1993; 58 FR 59363, Nov. 9, 
1993; 58 FR 60109, Nov. 15, 1993; 59 FR 371, Jan. 
4, 1994; 59 FR 62317, Dec. 5, 1994; 60 FR 17205, 
Apr. 5, 1995; 60 FR 30788, June 12, 1995; 60 FR 
67174, Dec. 28, 1995; 61 FR 8779, Mar. 5, 1996; 61 
FR 14479, Apr. 2, 1996; 61 FR 40978, Aug. 7, 
1996; 62 FR 15342, Mar. 31, 1997; 62 FR 49848, 
Sept. 23, 1997; 63 FR 14035, Mar. 24, 1998; 64 FR 
12889, Mar. 16, 1999; 65 FR 56479, Sept. 19, 2000; 
66 FR 56035, Nov. 6, 2001] 

EFFECTIVE DATE NOTE: At 68 FR 41502, July 
11, 2003, § 101.9 was amended by redesignating 
paragraphs (c)(2)(ii) and (c)(2)(iii) as (c)(2)(iii) 
and (c)(2)(iv), adding new paragraph (c)(2)(ii), 
and revising paragraphs (c)(2)(i), (d)(1)(ii)(A), 
the first sentence of paragraph (f), the first 
sentence of paragraph (g)(5), the second sen-
tence of paragraph (g)(6), and the sample la-
bels in paragraphs (d)(11)(iii), (d)(12), 
(d)(13)(ii), (e)(5), (j)(13)(ii)(A)(1), and 
(j)(13)(ii)(A)(2), effective January 1, 2006. For 
the convenience of the user, the revised and 
added text is set forth as follows: 

§ 101.9 Nutrition labeling of food. 

* * * * * 

(c) * * * 
(2) * * * 
(i) ‘‘Saturated fat,’’ or ‘‘Saturated’’: A 

statement of the number of grams of satu-
rated fat in a serving defined as the sum of 
all fatty acids containing no double bonds, 
except that label declaration of saturated fat 
content information is not required for prod-
ucts that contain less than 0.5 gram of total 
fat in a serving if no claims are made about 
fat, fatty acid, or cholesterol content, and if 
‘‘calories from saturated fat’’ is not declared. 
Except as provided for in paragraph (f) of 
this section, if a statement of the saturated 
fat content is not required and, as a result, 
not declared, the statement ‘‘Not a signifi-
cant source of saturated fat’’ shall be placed 
at the bottom of the table of nutrient values. 
Saturated fat content shall be indented and 
expressed as grams per serving to the nearest 
0.5 gram (1/2) gram increment below 5 grams 
and to the nearest gram increment above 5 
grams. If the serving contains less than 0.5 
gram, the content shall be expressed as zero. 

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

* * * * * 

(d)(1) * * * 
(ii) * * * 
(A) Except as provided for in paragraph 

(c)(2)(ii) of this section, a single easy-to-read 
type style, 

* * * * * 

(11) * * * 
(iii) * * * 
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(12) * * * (13) * * * 
(ii) * * * 

VerDate Aug<04>2004 22:19 May 02, 2005 Jkt 205066 PO 00000 Frm 00059 Fmt 8010 Sfmt 8003 Y:\SGML\205066.XXX 205066 E
R

11
JY

03
.0

00
<

/G
P

H
>

E
R

11
JY

03
.0

01
<

/G
P

H
>



50 

21 CFR Ch. I (4–1–05 Edition) § 101.9 

VerDate Aug<04>2004 22:19 May 02, 2005 Jkt 205066 PO 00000 Frm 00060 Fmt 8010 Sfmt 8006 Y:\SGML\205066.XXX 205066 E
R

11
JY

03
.0

02
<

/G
P

H
>



51 

Food and Drug Administration, HHS § 101.9 

* * * * * 

(e) * * * 
(5) * * * 

(f) The declaration of nutrition informa-
tion may be presented in the simplified for-
mat set forth herein when a food product 
contains insignificant amounts of eight or 
more of the following: Calories, total fat, 
saturated fat, trans fat, cholesterol, sodium, 
total carbohydrate, dietary fiber, sugars, 
protein, vitamin A, vitamin C, calcium, and 
iron; * * * 

* * * * * 

(g) * * * 
(5) A food with a label declaration of cal-

ories, sugars, total fat, saturated fat, trans 
fat, cholesterol, or sodium shall be deemed 
to be misbranded under section 403(a) of the 
act if the nutrient content of the composite 
is greater than 20 percent in excess of the 
value for that nutrient declared on the label. 
* * * 

(6) * * * Reasonable deficiencies of cal-
ories, sugars, total fat, saturated fat, trans 
fat, cholesterol, or sodium under labeled 
amounts are acceptable within current good 
manufacturing practice. 

* * * * * 

(j) * * * 
(13) * * * 
(ii) * * * 
(A) * * * 
(1) * * * 
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(2) * * * 

§ 101.10 Nutrition labeling of res-
taurant foods. 

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

[61 FR 40332, Aug. 2, 1996] 

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

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

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

(2) FDA calculated the reference 
amounts for an infant or child under 4 

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

(3) An appropriate national food con-
sumption survey includes a large sam-
ple size representative of the demo-
graphic and socioeconomic characteris-
tics of the relevant population group 
and must be based on consumption 
data under actual conditions of use. 

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

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

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

(ii) Serving sizes recommended in 
comments; 

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

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

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