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of a corporation, and all affiliates, as 
defined in 13 CFR 121.401, of a firm or 
other entity, when referring to a firm 
or other entity that is not a corpora-
tion. 

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

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

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

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

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

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

(l) The standards required in this sec-
tion are incorporated by reference into 
this section with the approval of the 
Director of the Federal Register under 
5 U.S.C. 552(a) and 1 CFR part 51. All 
approved material is available for in-
spection at the Office of Nutrition and 
Food Labeling (HFS–800), Center for 
Food Safety and Applied Nutrition, 
Food and Drug Administration, 5001 
Campus Dr., College Park, MD 20740, 
240–402–2404 and is available from the 
sources indicated below. 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/federal_register/ 
code_of_federal_regulations/ 
ibr_locations.html. 

(1) AOAC Reseller. Techstreet, 6300 
Interfirst Dr., Ann Arbor, MI 48108, Toll 
free in United States: 1–800–699–9277, 
Outside United States: 1–734–780–8000, 
Fax: 1–734–780–2046, www.techstreet.com, 
techstreet.service@thomsonreuters.com. 
FDA does not endorse any particular 
reseller and notes that other resellers 
also may have the reference for sale. 
Consult FDA at 240–402–2404 for more 
information on additional resellers. 

(i) ‘‘Official Methods of Analysis of 
the AOAC INTERNATIONAL,’’ 19th 
Edition, Volumes 1 and 2, 2012. 

(ii) [Reserved] 
(2) Food and Agriculture Organiza-

tion of the United Nations/World 
Health Organization (FAO/WHO), Pub-
lications Division, Viale delle Terme di 
Caracalla, 00100 Rome, Italy 

(i) FAO Food and Nutrition Paper 
51,’’Report of the Joint FAO/WHO Ex-
pert Consultation on Protein Quality 
Evaluation,’’ Rome, 1991. http:// 
apps.who.int/iris/bitstream/10665/38133/1/ 
9251030979_eng.pdf. 

(ii) [Reserved] 
(3) United States Department of Ag-

riculture (USDA), Agricultural Re-
search Service, Washington, DC, Nutri-
ent Data Laboratory, Bldg. 005 Room 
105 BARC-West, Beltsville, MD 20705, 
301–504–0630. http://www.ars.usda.gov/ 
News/docs.htm?docid=9447. 

(i) USDA Handbook No. 74, Energy 
Value of Foods—basis and derivation, 
by A. L. Merrill and B. K. Watt, (slight-
ly revised, 1973) http://www.ars.usda.gov/ 
SP2UserFiles/Place/80400525/Data/Classics/ 
ah74.pdf. 

(ii) [Reserved] 

[58 FR 2175, Jan. 6, 1993] 

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

§ 101.10 Nutrition labeling of res-
taurant foods whose labels or label-
ing bear nutrient content claims or 
health claims. 

Nutrition labeling in accordance with 
§ 101.9 shall be provided upon request 
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for any restaurant food or meal for 
which a nutrient content claim (as de-
fined in § 101.13 or in subpart D of this 
part) or a health claim (as defined in 
§ 101.14 and permitted by a regulation 
in subpart E of this part) is made, ex-
cept that information on the nutrient 
amounts that are the basis for the 
claim (e.g., ‘‘low fat, this meal provides 
less than 10 grams of fat’’) may serve 
as the functional equivalent of com-
plete nutrition information as de-
scribed in § 101.9. For the purposes of 
this section, restaurant food includes 
two categories of food. It includes food 
which is served in restaurants or other 
establishments in which food is served 
for immediate human consumption or 
which is sold for sale or use in such es-
tablishments. It also includes food 
which is processed and prepared pri-
marily in a retail establishment, which 
is ready for human consumption, which 
is of the type described in the previous 
sentence, and which is offered for sale 
to consumers but not for immediate 
human consumption in such establish-
ment and which is not offered for sale 
outside such establishment. For stand-
ard menu items that are offered for 
sale in covered establishments (as de-
fined in § 101.11(a)), the information in 
the written nutrition information re-
quired by § 101.11(b)(2)(ii)(A) will serve 
to meet the requirements of this sec-
tion. Nutrient levels may be deter-
mined by nutrient databases, cook-
books, or analyses or by other reason-
able bases that provide assurance that 
the food or meal meets the nutrient re-
quirements for the claim. Presentation 
of nutrition labeling may be in various 
forms, including those provided in 
§ 101.45 and other reasonable means. 

[79 FR 71253, Dec. 1, 2014] 

§ 101.11 Nutrition labeling of standard 
menu items in covered establish-
ments. 

(a) Definitions. The definitions of 
terms in section 201 of the Federal 
Food, Drug, and Cosmetic Act apply to 
such terms when used in this section. 
In addition, for purposes of this sec-
tion: 

Authorized official of a restaurant or 
similar retail food establishment means 
the owner, operator, agent in charge, 
or other person authorized by the 

owner, operator, or agent in charge to 
register the restaurant or similar re-
tail food establishment, which is not 
otherwise subject to section 403(q)(5)(H) 
of the Federal Food, Drug, and Cos-
metic Act, with FDA for the purposes 
of paragraph (d) of this section. 

Combination meal means a standard 
menu item that consists of more than 
one food item, for example a meal that 
includes a sandwich, a side dish, and a 
drink. A combination meal may be rep-
resented on the menu or menu board in 
narrative form, numerically, or pic-
torially. Some combination meals may 
include a variable menu item or be a 
variable menu item as defined in this 
paragraph where the components may 
vary. For example, the side dish may 
vary among several options (e.g., fries, 
salad, or onion rings) or the drinks 
may vary (e.g., soft drinks, milk, or 
juice) and the customer selects which 
of these items will be included in the 
meal. 

Covered establishment means a res-
taurant or similar retail food establish-
ment that is a part of a chain with 20 
or more locations doing business under 
the same name (regardless of the type 
of ownership, e.g., individual fran-
chises) and offering for sale substan-
tially the same menu items, as well as 
a restaurant or similar retail food es-
tablishment that is registered to be 
covered under paragraph (d) of this sec-
tion. 

Custom order means a food order that 
is prepared in a specific manner based 
on an individual customer’s request, 
which requires the covered establish-
ment to deviate from its usual prepara-
tion of a standard menu item, e.g., a 
club sandwich without the bacon if the 
establishment usually includes bacon 
in its club sandwich. 

Daily special means a menu item that 
is prepared and offered for sale on a 
particular day, that is not routinely 
listed on a menu or menu board or of-
fered by the covered establishment, 
and that is promoted by the covered es-
tablishment as a special menu item for 
that particular day. 

Doing business under the same name 
means sharing the same name. The 
term ‘‘name’’ refers to either: 

(i) The name of the establishment 
presented to the public; or 
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