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§170.3(0)(20) of this chapter and as a
color fixative for ripe olives, with no
other limitation other than current good
manufacturing practice. The ingredient
may also be used in infant formula in
accordance with section 412(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 350a(g)) or with
regulations promulgated under section
412(a)(2) of the act (21 U.S.C.
350a(a)(2)).

* * * * *
Dated: July 19, 1996.

Janice F. Oliver,

Deputy Director for Systems and Support,
Center for Food Safety and Applied Nutrition.
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AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending its
food labeling regulations to remove the
provisions that exempt restaurant
menus from the requirements for how
nutrient content claims and health
claims are to be made and from the
requirements for the provision of
nutrition information with respect to the
nutrients that are the basis for the claim,
when claims are made. Because a
significant number of meals are
consumed outside of the home, the
extension of these requirements to
menus will help to increase the
awareness of the American consumer to
the relationships between diet and
health. FDA is issuing this final rule at
this time in response to a decision by
the United States District Court for the
District of Columbia.

DATES: This regulation is effective May
2, 1997. Written comments on the
information collection requirements
should be submitted by October 1, 1996.

ADDRESSES: Submit written comments
on the information collection
requirements to the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 12420
Parklawn Dr., rm. 1-23, Rockville, MD
20857. All comments should be
identified with the docket number
found in brackets in the heading of this
document. Persons who believe it

would be useful for the agency to hold
a public meeting on what is required by
this rule should also send their letters
to the Dockets Management Branch.
FOR FURTHER INFORMATION CONTACT:
Michelle A. Smith, Center for Food
Safety and Applied Nutrition (HFS—
158), Food and Drug Administration,
200 C st. SW., Washington, DC 20204,
202—-205-5099.

SUPPLEMENTARY INFORMATION:
I. Background

A. Requirements for Nutrition Labeling
and Nutrient Content Claims and
Health Claims

The Nutrition Labeling and Education
Act of 1990 (the 1990 amendments) and
the final regulations that implement the
1990 amendments (58 FR 2066, January
6, 1993, as modified at 58 FR 44020,
August 18, 1993) provide for a number
of fundamental changes in how food is
labeled, including mandatory nutrition
labeling on most foods, uniform
definitions for terms that characterize
the level of nutrients in a food, and the
use of claims about the relationship
between nutrients and diseases or
health-related conditions. These
changes apply to virtually all foods in
the food supply, including foods sold in
restaurants.

The provision on nutrition labeling
that was added to the Federal Food,
Drug, and Cosmetic Act (the act) by the
1990 amendments, section 403(q) (21
U.S.C. 343(q)), includes an exemption
for foods that are served or sold in
restaurants or other establishments in
which food is served for immediate
human consumption (section
403(q)(5)(A)(i)). This exemption,
however, is contingent on there being
no claims or other nutrition information
on the label or labeling, or in the
advertising, for the food. The use of
nutrient content claims, health claims,
or other nutrition information on the
label or labeling of a food sold in a
restaurant or other establishment in
which food is served for immediate
consumption will subject that food to
the nutrition labeling provisions of the
act (see sections 403 (q) and (r) of the
act and §101.9 (j)(2)(i) through (j)(2)(iii)
(21 CFR 101.9 (j)(2)(i) through
()(2)(iii))). Consistent with these
provisions, in this discussion the term
“restaurant foods” refers to foods served
in restaurants and in other
establishments in which food that is
ready for human consumption is sold
(e.g., institutional food service,
delicatessens, catering) or sold only in
such establishments. Firms selling such
foods will be referred to as
“restaurants,” and responsible

individuals in these firms will be
referred to as “‘restaurateurs.”

In the January 6, 1993, final rules on
nutrient content claims and health
claims (entitled “Food Labeling:
Nutrient Content Claims, General
Principles, Petitions, Definitions of
Terms; Definitions of Nutrient Content
Claims for the Fat, Fatty Acid, and
Cholesterol Content of Food” (58 FR
2302); and ““Food Labeling; General
Requirements for Health Claims for
Food” (58 FR 2478), respectively
(hereinafter referred to as the “nutrient
content claims final rule” and the
“health claims final rule,” and
collectively, as the “claims final
rules’)), the agency concluded that if
claims on restaurant foods are to be
useful to consumers, they must be valid.
Thus, FDA stated that the same
standards will apply to restaurant foods
as to other foods with respect to basic
definitions for nutrient content claims.
FDA also stated that when a restaurant
makes explicit or implied reference to a
food or substance in food, and directly
or indirectly links that substance to an
effect on a disease or health-related
condition (i.e., when both basic
elements of a health claim are present),
the restaurant must comply with the
health claims regime (58 FR 2478 at
2516). At the same time, FDA
acknowledged that how a restaurant
demonstrates compliance with these
requirements is a difficult matter. FDA
pointed out, in the claims final rules (58
FR 2302 at 2386 and 58 FR 2478 at
2515), that it is not obligated under the
act to regulate claims on restaurant
foods in a manner identical to that in
which it regulates claims on packaged
foods. In the nutrient content claims
final rule (58 FR 2302), the agency
amended §101.10 Nutrition labeling of
restaurant foods (21 CFR 101.10) to
provide flexibility for restaurants in
determining compliance with FDA’s
requirements for the claims regime and
in providing nutrition labeling for foods
that bear a claim.

Consequently, although restaurant
food must comply with the same
standards as other foods to bear a claim,
the way in which a restaurant
determines the nutrient content of a
food or meal, and the way in which
nutrition information is communicated
to consumers, may be different for
restaurant foods than for foods from
other sources. For example, §101.10
provides that nutrient levels in
restaurant foods may be determined
through the use of nutrient data bases,
cookbooks, or other reasonable bases
that provide assurance that the food or
meal meets the nutrient requirements
for the claim. For compliance purposes,
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a restaurant is required to provide
information on its reasonable basis for
making a claim. Further, restaurants
making a claim are required to provide
consumers, upon request, with nutrition
information on the nutrient that is the
subject of the claim. However, § 101.10
provides that nutrition labeling may be
presented in various forms, including
those provided in §101.45 (21 CFR
101.45) for raw fruit, vegetables, and
fish, or by other reasonable means.

Thus, although FDA encourages
restaurants to provide full nutrition
information according to §101.9
whenever possible, the agency has
determined that information on the
nutrient amounts that are the bases for
claims (e.g., if the claim is a “low fat”
claim, the nutrition information must
only state that ““‘this meal provides less
than 10 grams of fat”’) may, in a
restaurant setting, serve as the
functional equivalent of complete
nutrition information as described in
§101.9. Further, this information may
be provided by reasonable means, e.g.,
in a flier, brochure, poster, notebook, or
orally. FDA concluded that these
flexibilities (e.g., the “reasonable basis”
criterion) would help to ensure that a
restaurateur is provided with a readily
achievable way to make claims for his
or her food, while the consumer is
provided with a reasonable assurance
that the claim is valid (58 FR 2302 at
2387 and 58 FR 2478 at 2516).

The claims final rule contained two
additional provisions. First,
§101.13(g)(5) (21 CFR 101.13(q)(5))
exempts nutrient content claims made
on menus from the requirement that
such claims comply with the
requirements and definitions governing
nutrient content claims. There is a
similar provision with respect to health
claims made on restaurant menus in
8§101.10 and 101.14 with respect to
nutrition labeling requirements for a
restaurant food that makes a nutrient
content claim or a health claim. The
agency’s decision to exempt restaurant
menus from the requirements for
nutrient content claims and health
claims was based, in part, on the
frequency with which menus change
(sometimes daily) (58 FR 2302 at 2388
and 58 FR 2478 at 2517).

Second, because of concerns about the
demands that the new labeling
requirements would impose on small
restaurants, FDA decided to use its
enforcement discretion to delay for 1
year the effective date of its regulations
governing the use of claims by these
firms. The agency defined “‘small
restaurants’ as ‘‘restaurant firms
consisting of 10 or fewer
establishments” (58 FR 2302 at 2388

and 58 FR 2478 at 2517). Consequently,
FDA provided that its requirements for
health claims and nutrient content
claims on restaurant labeling (except
menus) would be effective on May 8,
1993, and May 8, 1994, respectively, for
other than small restaurants (i.e.,
restaurant firms with more than 10
establishments), and on May 8, 1994,
and May 8, 1995, for small restaurants.

FDA concluded that these additional
measures of flexibility would help to
ensure that restaurants, especially small
restaurants, would not be deterred by
the 1990 amendments from providing
useful nutrition-related information to
their customers. It is the latter two
decisions that FDA decided to
reconsider.

B. Decision to Reconsider

Among the final rules that FDA issued
in the Federal Register of January 6,
1993, was one entitled ““Food Labeling
Regulations Implementing the Nutrition
Labeling and Education Act of 1990;
Opportunity for Comments” (58 FR
2066) (hereinafter referred to as the
“implementation final rule’’). Among
other things, the implementation final
rule provided 30 days for the
submission of comments on technical
issues, such as inconsistencies or
unintended consequences of specific
provisions not raised in earlier
comments. Two comments received
during the technical comment period
criticized the menu exemption and
questioned its legality under both the
1990 amendments and the
Administrative Procedure Act (the
APA). One comment received during
the technical comment period
maintained that the effort required for
small restaurants to comply with the
new labeling requirements is no
different from that required by medium
and large restaurants. Another comment
argued that delaying the effective dates
for small restaurants is not consistent
with the 1990 amendments.

After careful consideration of the
comments and further study of the
administrative record, the agency
decided to reconsider these provisions.
Based on its reconsideration, in the
Federal Register of June 15, 1993 (58 FR
33055), FDA proposed to remove the
exemption for menus from the coverage
of the claims provisions. In this
proposed rule (hereinafter referred to as
the June 15, 1993, proposed rule), FDA
tentatively concluded that the menu
exemption is not consistent with the act
or with the statutory charge provided by
the 1990 amendments. FDA stated that
it was concerned that health claims and
nutrient content claims in menus will
be of little utility if they fail to comply

with the standards in the claims
regulations, which are designed to
ensure the validity of these claims.
Further, FDA stated that the menu
exemption could create a situation in
which confusion about the valid
information provided by authorized
claims in non-menu labeling would
result from the use of unauthorized
claims in menus. FDA emphasized that
(except for the deletion of the menu
exemption) the proposed amendments
do not alter the substance or status of
the current regulations governing the
use of nutrient content claims and
health claims in restaurants (58 FR
33055 at 33057). Finally, the agency
noted that it is virtually impossible to
distinguish menus from other types of
restaurant labeling, such as signs,
placards, and other point of purchase
information, that are covered by the
claims final rules.

FDA also tentatively concluded that,
in establishing dates of applicability for
its requirements, it had no reasonable
basis for differentiating among
restaurants based on size. Consequently,
the agency proposed to remove the
provisions that delayed by 1 year the
effective dates for compliance for small
restaurants. However, because the
agency was unable to publish a final
rule before the May 8, 1994, and May 8,
1995, compliance dates for non-menu
labeling, this aspect of the proposal, i.e.,
to shorten the delay in effective dates
for small restaurant firms, is moot.
Therefore, FDA is withdrawing that
aspect of its June 15, 1993, proposed
rule.

In deciding whether to publish a final
rule, several concerns were raised for
the agency’s consideration. These
concerns involved evaluation of the
extent to which the nutrient content
claims and health claims that were
being made on restaurant menus failed
to meet FDA's definitions, and of
whether consumers were experiencing
confusion or were concerned about
variations between the labeling of
restaurant and packaged foods.
Concerns were also raised about
whether both nutrient content claims
and health claims needed to be covered,
about whether the regulations would
cause restaurants to stop making claims
and/or the associated foods, and about
what the effect of the regulations would
be on small restaurants.

Before the agency had fully resolved
these issues, other events intervened. As
noted in the June 15, 1993, proposed
rule, FDA had been sued by two public
interest groups and two individuals on
the grounds that the menu exemption
violates the 1990 amendments and the
Administrative Procedure Act (Public
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Citizen, Inc., et al. v. Shalala, Civil
Action No. 93 0509 (D.D.C.)). On June
28, 1996, the court declared that the
parts of the regulations that exempted
restaurant menus from the nutrient
content claim and health claim
provisions of the 1990 amendments are
contrary to the statute and ordered FDA
to amend its regulations to include
menus. Therefore, FDA is issuing this
final rule. However, as explained below,
in doing so, the agency remains
committed to ensuring that the changes
made by this final rule do not adversely
affect either small restaurants or the
flow of information from restaurant
menus to consumers.

I1. Comments

The agency received 37 letters, each
containing 1 or more comments on its
June 15, 1993, proposed rule, from
consumers and consumer groups,
restaurateurs, trade associations,
registered dieticians, academia, and
State officials. Some letters supported
the proposal to delete the exemption for
restaurant menus, stating, for example,
that exempting restaurant menus that
make claims from the new labeling
requirements would undermine the
ability of consumers to make improved
dietary choices. Conversely, other letters
opposed applying the new labeling
requirements to restaurant menus,
stating that the requirements are
burdensome and not appropriate for a
restaurant situation. Many of these
comments, however, expressed
confusion as to how the agency would
implement its requirements with respect
to restaurant foods.

In response to the latter comments,
FDA prepared a guidance document on
the labeling of restaurant foods. The
agency announced in the Federal
Register of September 19, 1995 (60 FR
48516), the availability of the guidance
document. The agency also published,
as an appendix to that notice of
availability, answers to some of the most
frequently asked questions. The
guidance document, entitled *‘Food
Labeling: Questions and Answers,
Volume II; A Guide for Restaurants and
Other Retail Establishments,” explains
how FDA will implement its
requirements for restaurant labeling that
bears a health claim or characterizes the
level of a nutrient in a food.

Several comments addressed issues
that are outside the scope of this
rulemaking, such as modifying the
criteria for nutrient content and health
claims set out in the claims final rules.
These comments are not responded to in
this document. A summary of the
comments that did address the proposal,
and the agency’s responses, follow.

A. Menu Exemption

1. A number of comments supported
the proposal, stating that FDA is legally
bound to include menus under the 1990
amendments. Comments stated that
restaurant menus are labeling under the
act and appropriate case law and, as
such, are covered by the 1990
amendments. Comments further stated
that Congress neither provided for nor
intended an exemption for menus, and,
therefore, FDA cannot grant one.

Other comments cited the importance
of restaurant foods in the American diet,
stating that applying the requirements of
the 1990 amendments to menus would
play a critical role in the ability of
consumers to make healthy dietary
choices. Comments maintained that
menus are the primary means by which
a consumer discovers information about
the foods available in a restaurant. Thus,
these comments argued, the new
labeling requirements should apply to
all types of restaurant labeling,
including menus. As evidence of the
need to apply the new requirements to
restaurant menus, several comments
submitted menus that, in their opinion,
bear claims that do not comply with
FDA'’s requirements.

Conversely, a number of comments
maintained that many restaurateurs
currently offer “*healthier” menu items
and promote the nutritional quality of
these foods to consumers in a variety of
ways that are truthful and not
misleading. These comments
maintained that applying the
requirements of the 1990 amendments
to restaurant menus is redundant and
unnecessary because restaurant menus
are already covered by section 403(a) of
the act. Several comments stated that
menus are also regulated by States and,
because they are considered to be
advertising, by the Federal Trade
Commission (FTC).

FDA agrees that many restaurants
currently provide consumers with
useful information in a way that is not
inconsistent with FDA’s new
requirements. Nonetheless, FDA
concludes, based at least in part on the
act, that it is necessary to make the
proposed changes. Thus, the agency
disagrees with the comments that state
that applying the requirements of the
1990 amendments to restaurant menus
is redundant and unnecessary.

As stated in the nutrient content
claims final rule (58 FR 2302 at 2388),
before the 1990 amendments, when
restaurants provided nutrition
information they were subject to
§101.10, FDA’s pre-1990 amendment
nutrition labeling regulation. FDA
enforcement of that regulation was

virtually nonexistent, however. Further,
while section 403(a) of the act prohibits
labeling that is ‘“false or misleading in
any particular,” section 403(r) provides
for requirements with respect to claims
that are in addition to those established
in section 403(a) of the act. FDA'’s
statutory charge under the 1990
amendments is to ensure that nutrient
content claims and health claims made
for food accurately characterize the food
and are scientifically valid. Finally,
although FTC has jurisdiction over
national advertising, restaurant menus
are more akin to labeling than
advertising in their use and function.
Thus, they are appropriately included
within the regulatory scheme designed
for food labeling.

FDA notes that restaurant foods are an
important part of the food supply. As
stated in the nutrient content claims
final rule (58 FR 2302 at 2387), as much
as 30 percent of the American diet is
composed of foods prepared in food
service operations. The agency agrees
with comments that menus are a
primary source of information for
consumers making purchase decisions
in a restaurant or other establishment
where food is sold for immediate
consumption.

In the claims final rules, the agency
justified the menu exemption on the
grounds that it will help ensure that
restaurants are not deterred by the
requirements of the 1990 amendments
from providing useful nutrition-related
information. FDA also noted that fast
food chains and other restaurants
frequently use non-menu media, such as
posters and placards, to convey
nutrition information to consumers, and
stated that it would focus its efforts on
these media. However, FDA notes that
menus are used to present information
about the choices available in a
restaurant or other establishment in
which food is served for immediate
consumption. Consequently, FDA
concludes that menus that bear a
nutrient content claim, health claim, or
other nutrition information have a
significant bearing on the ability of
consumers to select foods that are useful
in maintaining healthy dietary practices.
Therefore, FDA finds that claims on
restaurant menus should be subject to
the same standards as claims on other
food labels and in labeling.

FDA finds that, if it were to maintain
the exemption for restaurant menus, it
would have no specific criteria for
determining whether a nutrient content
claim made in a menu appropriately
describes the food, or for determining
whether a health claim is scientifically
valid. Consequently, there would be no
assurance that claims made in
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restaurant menus are consistent with
claims on other restaurant labeling or on
the labeling of other foods, or that such
claims would help consumers select
foods that are useful in maintaining
healthy dietary practices.

On further review of the legislative
history, FDA noted that section 405 of
the act (21 U.S.C. 345), which
authorizes exemptions to the act, was
amended by the 1990 amendments to
state: ““This section does not apply to
the labeling requirements of section
403(q) and 403(r).”” Because the menu
exemption is an exemption from section
403(r) of the act, FDA tentatively
concluded that it is barred by section
405 of the act.

FDA also noted that section
403(r)(5)(B) of the act limits the extent
to which the nutrient content claims
and health claims provisions of the act
apply to restaurants by, e.g., exempting
restaurant foods from certain disclosure
statements that apply to claims on
packaged food labels. In its discussion
of whether Congress intended to apply
the 1990 amendments to restaurant
menus (58 FR 33055 at 33056), the
agency cited a sponsors’ report
explaining this section. That report
stated that restaurants that use nutrient
content claims in connection with the
sale of a food must comply with
regulations issued by the Secretary of
Health and Human Services under
section 403(r)(2)(A)(1). In that report, the
sponsors specifically gave the example
of the use of the word “light”” or *“low”
on a menu as the type of labeling that
must comply with FDA'’s requirements
(136 Congressional Record H5841 (July
30, 1990)). This part of the bill was
passed by the Senate unchanged. Thus,
FDA concludes that the menu
exemption is not consistent with the
congressional intent in adopting the
1990 amendments, and that there is no
basis for exempting menus from the
coverage of section 403(r) of the act.
(See also Public Citizen v. Shalala,
supra.)

2. A number of comments stated that
consumers’ need for useful nutrition
information outweighs any burden that
the requirements might place on
restaurants making claims on their
menus. One comment stated that it did
not believe that the new requirements
would be burdensome for restaurants
because, according to the comment, a
“‘good” restaurant ordinarily keeps track
of ingredient quantities to evaluate food
preparation costs. Several comments
stated that ample resources exist to aid
restaurants in developing menu items
that comply with FDA'’s requirements.
They noted that applying the new
requirements to menus would not

interfere with a restaurant’s ability to
provide dietary guidance on a menu,
e.g., to identify those foods with a
nutrient content such that the food
could be helpful to consumers in
achieving a diet consistent with the
dietary guidelines of a professional
health organization.

A number of comments stated that it
is important that claims be used in a
consistent manner across the food
industry. One comment argued that
exempting menus from the nutrient
content claims and health claims
provisions would create an uneven
playing field between restaurateurs and
food processors. Another comment
maintained that the need for a single
rule for the use of claims is further
evidenced by FTC’s decision to adopt
FDA'’s definitions for nutrient content
claims.

Conversely, a number of comments
stated that the menu exemption
provides critical flexibility to the
restaurant industry. Comments cited
numerous differences between
restaurant foods and standardized,
processed foods, including: Ingredient
supply sources, methods of preparation,
and marketing. One comment stated that
many food service operations find the
new regulations to be burdensome and
poorly suited to the food service
industry. Another comment argued that
the nutrition labeling regulations would
impose a greater burden on restaurants
than on food manufacturers because
restaurants may change their menus
more than once a day, for example,
between lunch and dinner. Several
comments stated that revoking the menu
exemption would create a barrier to the
dissemination of beneficial information
to the consumer, would increase the
cost of creating and promoting
nutritionally improved foods, and
would ultimately limit the number of
nutritionally improved foods in
restaurants.

In response to comments that
compliance with the requirements of the
1990 amendments will be burdensome,
FDA notes that these rules place no
affirmative requirements on restaurants
that do not make claims. In other words,
a restaurant would be in complete
compliance with the new regulations if
it simply refrained from making a
nutrient content claim or a health claim.
However, FDA does not believe such a
situation would be the most desirable
outcome.

As stated in the nutrient content
claims final rule (58 FR 2302), two of
the goals of the 1990 amendments are to
provide for information that can assist
consumers in maintaining healthy
dietary practices and to encourage

product innovation through the
development and marketing of
improved foods. FDA has concluded
that, for information to be useful to
consumers, nutrient content and health
claims must be valid. At the same time,
the agency has recognized that there are
sources of variation unique to restaurant
foods (e.g., methods of preparation).
Consequently, to ensure that the new
requirements do not place an
unreasonable burden on restaurants,
FDA has included a number of
provisions to provide flexibility in how
these requirements can be metin a
restaurant situation. For example, as
stated above, §§101.13(qg)(5)(ii) and
101.14(d)(2)(vii)(B) provide that a
restaurant may make a nutrient content
claim or a health claim for a food as
long as it has a “‘reasonable basis’ for
believing that the food contains the
requisite level of the nutrient in
question (58 FR 2302 at 2387 and 58 FR
2478 at 2516). The “‘reasonable basis”
criterion provides that nutrient content
levels may be determined by use of
nutrient data bases, cookbooks,
analyses, or other sources that provide
reasonable assurance that the food
meets the criteria for a claim.

FDA also notes that restaurants may
develop and market menu items that
help consumers to achieve certain
dietary goals without subjecting the
food to the requirements of the 1990
amendments. For example, restaurants
may offer alternative selections whose
value in a diet that conforms to dietary
guidelines may be recognized by
consumers without elaboration, e.g., raw
vegetables, steamed vegetables, pasta
with a tomato based sauce instead of a
cream sauce, a grain dish, or a fresh fruit
plate. Optional preparation or serving
methods may be highlighted on menus
by statements such as ‘““may be prepared
with half the oil on request,” *‘smaller
portions,” or “dressings and sauces
available on the side.”

Further, foods that meet the dietary
guidelines of a recognized dietary
authority or health professional
organization may be highlighted
without subjecting the food to the
nutrient content claims regime,
provided the statement that a food
meets dietary guidelines does not go on
to characterize the level of a nutrient in
the food (8 101.13(q)(5)(iii)). For
example, a restaurateur may signal to
consumers by the use of a term or
symbol that a meal is formulated in
complete accordance with the Dietary
Guidelines for Americans (e.g.,
moderate calories, less than 30 percent
of calories from fat, less than 10 percent
of calories from saturated fat, emphasis
on vegetables, fruits, and grain products,
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and moderate use of sugars and
sodium). Likewise, dietary guidance
that, within the context of the labeling,
does not meet the definition of a health
claim, i.e., does not include both the
food or substance element and the
disease-related element (e.g., “‘eating
five fruits and vegetables a day is an
important part of a healthy diet”),
would be considered dietary guidance
and not a health claim subject to section
403(r) of the act (§ 101.14(a)(1)). FDA
advises that foods bearing statements
outside the coverage of section 403(r) of
the act are still subject to section 403(a)
of the act, which requires that the label
be truthful and not misleading, and to
section 201(n) of the act which
describes the circumstances in which
labeling is misleading.

The agency acknowledges that a
significant effort will be required on the
part of some restaurants to examine
their meals and menus to ensure that
they are in compliance with the new
regulations. However, many of the
comments that argued that the
requirements for nutrient content claims
and health claims would be burdensome
for restaurants consistently evidenced a
significant misunderstanding of the
relevant provisions, such as the
application of “‘reference amounts
customarily consumed’ and the need
for a “‘reference food” when making
some types of claims. For example,
several comments seemed to believe
that restaurants would be forced to alter
their portion sizes to be identical to the
established reference amounts. Another
comment expressed the belief that
restaurants would be required to declare
the serving size of its food as the same
as the reference amount, even if the
amount served differed from the
reference amount. A number of
comments expressed concern that
restaurateurs would be required to
develop recipes for, analyze, and
market, a reference food for every food
that bears a claim. Several comments
maintained that there is not enough
room on menus to provide the nutrition
information that they assumed FDA
would require.

The agency advises that there is no
basis for the concerns expressed by
these comments. In a January 6, 1993,
final rule, entitled ““Food Labeling;
Serving Sizes” (58 FR 2229) (hereinafter
referred to as the “‘serving size final
rule”), FDA defined reference amounts,
and the serving sizes derived from them,
on the basis of the amount of food
customarily consumed per eating
occasion (reference amount customarily
consumed or “‘reference amount’) in
order to facilitate comparison of the
nutrient content of similar foods. FDA

established reference amounts for 139
food product categories (8§ 101.12 (21
CFR 101.12)). The agency provided that,
in order to make certain nutrient
content claims or health claims, a food
must meet the criteria for the claim
based on the amount of the particular
nutrient present in the reference amount
of the food. For example, the reference
amount for all soups is 245 grams (g)
based on a serving size of 1 cup.
However, restaurants may offer soup in
more than one portion size, e.g., by the
cup and by the bowl. In order to bear

a “low fat” claim a cup of soup may
contain up to 3 g of fat per reference
amount (245 g). If this same soup is
served to customers in a bowl that
contains 367 g of soup (367 g serving/
245 g per reference amount for all soups
=1.5), it may contain up to 4.5 g of fat
(3 g of fat per reference amount x 1.5 =
4.5 g of fat) and still be labeled “low
fat.”

Criteria for claims on meals and main
dishes (as defined in § 101.13(1) and
(m)) are generally based on the level of
a nutrient in 100 g of the food. For
example, a “low fat”” meal weighing 333
g can contain up to 10 g of fat (333 g
serving /100 g = 3.3; 3 g of fat per 100
g of food x 3.3 =10 g of fat). Again, a
restaurant serving a larger portion of a
meal or main dish item is not at a
disadvantage compared to other food
sources when making a “low fat” claim.
FDA advises, however, that some
claims, e.g., “free” claims and
cholesterol claims, have additional
criteria based on the labeled or actual
serving size. The criteria for specific
nutrient content and health claims are
set out in part 101 (21 CFR part 101).

FDA advises that it is not necessary
for restaurants to produce and market a
reference food in order to sell a food
that bears a claim. Reference foods are
necessary only for comparative nutrient
content claims, i.e., claims about the
level of a nutrient in one food compared
to another, such as “reduced sodium’’ or
“less fat.” Provisions for the use of data
bases and other means to determine
nutrient values for an appropriate
reference food are set out in
§101.13(j)(1)(ii). FDA also advises that,
while restaurants are required to
provide nutrition information on
request for foods that make a claim,
FDA is providing considerable
flexibility in §101.10 as to the type of
nutrition information that must be
provided and on how this information
can be provided. For example, in a
restaurant situation, nutrition
information may be presented in various
forms, including those provided in
§101.45 and by other reasonable means
(e.g., using posters, fliers, brochures,

notebooks, or communicated orally by
restaurant staff). In sum, FDA notes that
the types of misconceptions presented
by these comments have resulted in a
perception of burdens that do not in fact
exist.

Given the flexible provisions, such as
the ““reasonable basis” criterion that the
agency set out in the claims final rules,
FDA concludes that most restaurants
that wish to make claims will be able to
do so. Further, as stated in several
comments, many resources, including
Federal, State, and local governments;
professional health organizations; and
dietary professionals, are available to
aid restaurants in their efforts to comply
with FDA’s requirements. Moreover, as
stated above, FDA has made available
the labeling guidance document to assist
restaurants and other retail
establishments in developing or revising
their labeling to comply with the new
requirements.

Although these resources will likely
be sufficient to meet the needs of
restaurateurs for information, FDA is
willing, if necessary, to take other steps
to help restaurants, particularly small
restaurants, to understand and respond
to the requirements established in this
final rule. The agency requests that
restaurateurs contact the agency (see
address above) if they believe that it
would be useful to have a national
meeting or regional meetings to discuss
what is required for health or nutrient
content claims made on menus to
comply with FDA’s regulations. If the
agency receives a sufficient expression
of interest, it will hold such a meeting
or meetings. If it decides to hold a
meeting, FDA will provide ample notice
of the time and place in the Federal
Register.

While FDA acknowledges that some
restaur