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DEPARTMENT OF HEALTH AND
HIIMAN SERVICES

Food and Drug Administration

21 CFR Parts 5 and 101
[Docket Nos. 91N-0384 and 84N-0153)
RIN 0905~-AD08 and 0905-AB68

Food Labeling: Nutrient Content

H b4 T HSY | Dabisl
Claims, General Principles, Petitions,

Definition of Terms; Definitions of
Nutrient Content Claims for the Fat,
Fatty Acid, and Cholesterol Content of
Food

AGENCY: Food and Drug Administration,
HHS.

ACTION: Finali rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending its
food labeling regulations to: (1) Provide
definitions for specific nutrient content
claims using the terms “free,” “low,”
“lean,” “extra lean,” “‘good source,"”
“high,” “reduced,” “light” or “lite,”
“less,” “‘fewer,” and “more” and
provide for their use on the food label;
(2) provide for the use of implied
nutrient content claims; (3) define and
provide for the use of the term “fresh;”
and (4) address the use of the terms
*“natural” and “organic.” This action is
part of the food labeling initiative of the
Secretary of Health and Human Services
(the Secretary) and in response to the
Nutrition Labeling and Education Act of
1990 (the 1990 amendments}.

EFFECTIVE DATE: February 14, 1994,
except §§101.10 and 101.13(q)(5)
concerning restaurant firms consisting
of 10 or less individual restaurant
establishments for whom these sections
will become effective on February 14,
1995.

FOR FURTHER INFORMATION CONTACT:
Elizabeth J. Campbell, Center for Food
Safety and Applied Nutrition (HFP-
312), Food and Drug Administration,
200 C St. SW., Washington, DC 20204,
202-205-5229.

SUPPLEMENTARY INFORMATION:
I. Introduction
A. Background

In the Federal Register of November
27,1991 (56 FR 60421}, FDA published
a proposed rule (entitled *“Food
Labeling: Nutrient Content Claims,
General Principles, Petitions, Definition
of Terms" hereinafter referred to as the
general principles proposal) to: (1)
Define nutrient content claims (also
known as descriptors) .-:d to provide for
their use on foods labels; (2) define
specific nutrient content claims that

include the terms “free,” “'low,
“source,” “reduced,” “light” or “lite,”
and “high"; (3) provide for comparative
claims using the terms *‘less,” “fewer,”
and “more"’; (4) set forth specific
requirements for sodium and calorie
claims; (5) establish procedures for the
submission and review of petitions
regarding the use of nutrient content
claims; {(8) revise § 105.66 {21 CFR
105.66), to solely cover feads for special
dietary use in reducing or maintaining
body weight; (7) establish criteria for the
appropriate use of the term *fresh;” and
(8) address the use of the term
“natural.” A document correcting
various editorial errors in that proposed
rule was published in the Federal
Register of March 6, 1992 (57 FR 8189).

In the same issue of the Federal
Register (56 FR 60478), FDA also
published a proposed rule {entitled
“Food Labeling: Definitions of Nutrient
Content Claims for the Fat, Fatty Acid,
and Cholesterol Content of Food™
hereinafter referred to as the fat/
cholesterol proposal) to define and
provide for the proper use of the
nutrient content claims “‘fat free,” “low
fat,” “reduced fat,” “low in saturated
fat,” “reduced saturated fat,”
“cholesterol free,” “"low cholesterol,’
and “reduced cholesterol.” A document
correcting various editorial errors in the
fat/cholesterol proposal was also
published in the Federal Register of
March 6, 1992 (57 FR 8177). The agency
published the fat/cholesterol proposal
as a separate document from the general
principles proposal, even though it had
based the two documents on the same
statutory provisions, because it had
published a tentative final rule on
cholesterol content claims in the
Federal Register of July 19, 1990 (55 FR
29456). FDA included proposed
definitions for fat and fatty acid content
claims in the fat/cholestero! prepesal
because of the interrelationship among
these nutrients and cholesterol in the
etiology of cardiovascular disease.

Also'in the same issue of the Federal
Register (56 FR 60507), FDA published
a proposed rule (entitled “Food
Labeling: ‘Cholesterol Free,’ ‘Low
Chelesterol,’ and * Percent Fat
Free’ Claims”) to define “'cholestero!
free” and “low cholesterol” and to
provide for the proper use of these terms
and the term * percent fat free.”
The proposed rule was intended to
ensure on an interim basis that these
terms are not used in a manner that ic
misleading to consimers.

The general principles propasal (56
FR 60421) and the fat/cholesterol
proposal (56 FR 60478) were issued as
part of the agency’s food label reform
initiative and in response to the 1990

amendments (Pub. L. 101-535). The
food label reform began in 1989 when
FDA published an advance notice of
proposed rulemaking (ANPRM) that
announced a major initiative conrerning
the use of food labeling as a means for
promoting sound nutrition. The
following year (November 8, 1990), the
President signed the 1990 amendments
into law. This legislation clarified and
strengthened FDA's legal autherity to
require nutrition labeling on foods and
to establish those circumstances
whereby claims can be made about
nutrients in foods. Now as FDA
prepares to implement the new
regulations, the agency reiterates that
the 1990 amendments have three basic
objectives, They are. (1) To make
available nutrition information that can
assist consumers in selecting foods that
can lead to healthier diets, (2) to
eliminate consumer confusion by
establishing definitions for nutrient
content claims that are consistent with
the terms defined by the Secretary, and
(3) to encourage product innovation
through the development and marketing
of nutritionally improved foods. With
these goals in mind, the agency believes
that the new regulations will reestablish
the credibility of the food label.

With respect to nutrient content
claims, the 1980 amendments amended
the Federal Feod, Drug, and Cosmetic
Act (the act) by adding section
403(r)(1){A) of the act (21 U.S.C.
343(r)(1)(A)) which states that a food is
misbranded if it bears a claim in its
label or labeling that either expressly or
implicitly characterizes the level of any
nutrient of the type required to be
declared as part of the nutrition
labeling, unless such claim is made in
accordance with section 403(r)(2).

The agency received over 1,800
comments in response to the general
principles proposal, and 500 comments
in response to the fat/cholesterol
oroposal. Each comment addressed one
or more of the provisions in these
proposals. The comments were from a
variety of sources including consumers,
health care professionals, trade
organizations, manufacturers, consumer
advocacy organizations, foreign
governments, and State and local
governments. Many of the comments
generally agreed with one or more
provisions of the proposal, without
providing other grounds for support
other than those provided by FDA in the
preamble to the proposal. Several
comments addressed issues covered by
other proposals that are a part of this
overall food labeling initiative ar.d will
be addressed in those final documents,
while other comments addressed issues
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outside the scope of the proposal and
will not be discussed here.

A number of comments to the general
principles and fat/cholesterol proposals
suggested modifications in, or were
opposed to, various provisions of the
proposals. Because the general
principles governing both documents
are identical, and because the issues
raised in comments responding to the
two proposals are similar, FDA has
chosen to address the comments on, and
to establish regulations based on, both
proposals in this single document. The
agency will summarize the issues raised
in the comments and address them in
this document.

The agency also notes that it received
about 125 comments on the tentative
final rule on cholesterol content claims
after the closing date for comments of
August 20, 1990. These comments were
not addressed in the fat/cholesterol
proposal. However, the agency has
reviewed these comments and is also
responding to them in this final rule.

As for the third proposal an
cholesterol claims and ** - percent
fat free,” FDA has concluded that this
final rule will provide adequate
assurance to consumers that these terms
are not used in a misleading manner.
Therefore, the agency is ennouncing
that it is withdrawing this proposal.
Comments that were submitted on this
proposal (Docket No. 84N-153A) have
been considered in the development of
this final rule. They will be addressed
with the other comments on the general
principles propesal and the fat/
cholesterol proposal in this final ruls,

B. Foods for Special Dietary Use

In 1978, FDA promulgated regulations
in § 105.66 pertaining to the use of the
terms “low caleris’” and “reduced
calorie” on foods represented ss or
purporting to be for special dietary use
in the maintenance or reduction of
caloric intake or body weight. Under the
1990 amendments, FDA is defining the
terms “low” and “reduced’’ as nutrient
content claims that identify the level of
a nutrient in a food intended for
consumption by the general population
and is adopiing specific definitions for
the terms "low calorie” and “reduced
calorie.” To reflect these actions, the
agency is revising § 105.6¢ to delete the
provisions that define “'low calorie” and
“reduced calerie.” Because § 105.66 was
adopted under the sutherity of section
403(j} of the act, these ravisions must bs
made in accordance with the formal
rulemaking procedures in section 701(e)
of the act (21 U.S.C. 371(s)). Under these
procedures, there is an opportunity to
object to a final rule and to request a
public hearing based upon such

objection. Such an opportunity is not
provided as part of the notice-and-
comment rulemaking procedures that
are appropriate for most of the rest of
the rulemaking that FDA is doing in
response to the 1990 amendments.
Therefore, for administrative
convenience, FDA is publishing the
final rule amending § 105.66 elsewhere
in this issue of the Federal Register.

I1. General Principles for Nutrient
Content Claims.

A. Legal Basis

FDA has the authority to issue this
final rule regarding nutrient content
claims under sections 201(n) (21 U.S.C.
321(n}), 403(a), 403(r), and 701(a) of the
act, These sections authorize the agency
to adopt regulations that prohibit
labeling that: (1) Is false or misleading
in that it fails to reveal facts that are
material in light of the representations
that are made with respect to
conseguences that may result from use
of the food, or (2) uses terms to
characterize the level of any nutrient in
a food that has not been defined by
regulation by FDA.

B. Scape

Saction 403({r){1}{(A) of the act
prevides that claimns, either expressed or
implied, that characterize the level of a
nutrient which is of a type required to
be declared in nutrition labeling may
not be made on the label or in labeling
of any food intended for human
consumption that is offefed for sale
unless the claim is made in accordance
with section 403(r)(2). In the general
principles proposal, the agency
propased to incorporate this general
statutory requirement into proposed
§101.13(a) and (b) and to establish a
new §101.13 and the applicable
regulations in part 101, subpart D (21
CFR part 101} as the provisions
governing nutrient content claims,

1. One comment stated that the claims
that are subject to the proposed
regulstions, which implement section
403(r)(1)(A) of the act, are appropriately
called “nutrient descriptors,” not
“nutrient content” claims as proposed
by FDA. The comment pointed out that
the statutory language of the 1990
amendments does net include the
phrase “nutrient content’ claim. It
stated that the words in section
403(r}(1)(A) of the act refer ta & cavered
claim as a claim that "‘characterizss the
level of eny nutrient * * *."” The
commant’s purposs in contrasting the
wording of the proposal and that of the
statute is to limit the applicability of the
regulation to claims about the level of a
nutrient and to exclude statements

about amounts of nutrients. The
comment stated that simple factual
information about the nutrient content
of a food, for which no characterizing
claims are made, is explicitly excluded
from regulation under section
403(r)(1}{A)} of the act. It said that the
last sentence in section 403(r){1) of the
act provides that a statement of the type
contained in nutrition labeling—for
example, that a food contains 25
calories per serving, or 10 percent of the
U.S. Recommended Daily Allowance
(U.S. RDA) for vitamin C, or 50
milligrams (mg) of sodium—is not a
claim characterizing the level of the
nutrient. The comment requested that ‘o
assure that the regulations for section
403(r}(1){A) of the act claims are not
misunderstood to extend to nutrient
statements that do not “characterize the
level of a nutrient,” all references ta
“nutrient content” claims be
redesignated to “‘nutrient descriptors”
or “nutrient descriptor claims,”

The agency advises that while it can
agree that the terms “nutrient
descriptor’ and “nutrient descripior
claims” may be used to describe the
claims subject to section 403(r){1}{A) of
the act and these regulations, it does not
agree that the scope of the statute and
the regulations excludes statements of
the amount of a nutrient in a food. The
distribution the comment draws
between "‘nutrient descriptors’ and
“nutrient content” claims is
unpersuasive,. In fact, one of the
sponsors of the 1890 amendments in the
Senate specifically used the term
“nutrition content claim” to refer to
claims covered under section 403{r)(1)
(A) {136 Cong. Rec. S16608 {October 24,
1890)). Moreover, the statement in
section 403(r)(1) of the act referred to by
the comment as excluding from
coverage statements of the type
contained in nutrition labeling, in fact
excludes “a statement of the type
required by paragraph (q) that appeers
as part of the nutrition information
required or permitted by such paragraph
* * *." FDA stated in the general
principles proposal (56 FR 60421 at
60424}, that the legislative history of
this provision specifically states that the
identical information will be subject to
the descriptor requirements if it is
included in a statement in another
portion of the label (138 Congressional
Record H5841 (July 30, 1960}). In
addition, section 403(r)(2)(E) of the act
specifically exempts from the
limitations on claims established in
section 403(r)(2){(A)(i) through
{(r)(2)(A}{v), "a statement in the labe! ur
labeling of food which describes the
percentage of vitamins and minerals iu
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the food which describes the percentage
of such vitamins and minerals
recommended for daily consumption by
the Secretary.” If such declarations as
**10 pereent of the U.S. RDA for vitamin
C’* were not within the scope of section
403(r)(1)(A) of the act, there would have
been no need for Congress to provide a
specific exemption for such claims,
Furthermore, section 3{b){(1){A){iv) of
the 1990 amendments provides that the
mandated regulations “shall permit
statements describing the amount and
percentage of nutrients in food which *
* * are consistent with the terms
defined in section 403(r){2)(A)(i) of such
Act.” Again, if statements of the amount

and percentage of nutrients were not
subject to section 403(r}{(1}{A) of the act,

STl L2 oIl RUIUW /A Ak DL

there presumably would have been no
need for Congress to express its desire
. that such claims be permitted by the
regulations. Accordingly, FDA
concludes that section 403(r)(1){A) of
the act and therefore these final
regulations apply to statements of the
amount of a nutrient in food as well as
to statemenis of the level of a nutrient
in food. Thus, FDA's use of the term
“nutrier! conlen® cleims” is fully
consisien wlliiioath,

2.Ingp =d §771.13(b}(3), FDA
stated thz' 100"~ " conten? claims
could be 2> > o0 {_<ds specifically
intended fc~ »Jan’s and children less
than 2 yesss c”age.! A few comments
stated tha! {_g proklliion was
inconsisten 1.1 e overall intent of
the 1990 amerndmer s, which is to avoid
consumer confusion by providing
relevant and useful information to
consumers by wr:ch they can make
informed fc-d cizoices. The comments
said that su:cl: a prol bition would
unfairly res'rzi mutrient content claims
on foods primarily intended for infants
and children less than two years of age
while allow:=g such claims on products
that, though ¢ —ed primarily at adults
and older c._il<ren, are actively
promoted e et on the label or in the
advertising as being for use by infants or
children less than 2 years of age.
Although trs comments recognized the
validity of (-5 prokLibition with respect
to certain nuirients, they requested that
the agency provide an exception from
this general prohibition for claims about

! The agency notes that in the comments on the
mandatory mutrition labeling proposal, one
comment stated that the term “toddler” was
improperiy used. In the final rule for mandatory
nutrition labeling, the agency agrees with this
comment and is replacing the term “toddler” with
tho phrase “children less than 2 years of age”. The
term “toddler” was also usad throughout the
nutrient content claims proposal. Therefors, for
clarity and consistency, the agency is using the
p...2.2 “children less than two years of age” in lisu
of tha term “toddler” in this final rnfe.

other nutrients. Specifically, the
comments requested changes that
would, among other things, allow ‘“no
salt added” and “no sugar added”
claims, permit “*high protein cereal” to
be so labeled, allow the percentage of
the Reference Daily Inta]ge {RDI} of a
vitamin or mineral to be stated on the
principle display panel (PDP), allow
claims about fortification of the product
with vitamins and minerals, and allow
products te be labeled with a statement
of identity that includes an ingredient
that is a standardized food whose name
includes a claim {e.g., “‘juice with low
fat yogurt”) without the normal referral
statements required for nutrient content
claims. The comments maintained that

. .
T larna i fant
these exceptions would place infant

foods on a par with foods intended for
the general population that are
promoted for infants and children less
than 2 years of age and would allow
continuation of the long standing
practice of providing information
relevant to the perceived special
nutritional needs of this group.

The comments added that permitting
*“no sugar added” and “no salt added”*
claims on these foods is consistent with
recent research that shows that sugar
and salt are not necessary for a baby’s
palate, and that feeding sweetened or
salted foods to infants can enhance their
preference for such foods which is
carried into adult eating patterns. Such
“no salt added” and “ne sugar added”
claims, the comments said, would also
allow manufacturers to highlight
products that are consistent with dietary
recommendations for infants and
children less than 2 years of age

rovided over the past 11 years by
gealth authorities, including the
American Academy of Pediatrics, the
U.S. Surgeon General, and U.S,
Department of Agriculture (USDA)/FDA
Dietary Cuidslines.

In response to the comments, FDA has
reconsidered the propriety of nutrient
content claims on foods specifically
intended for infants and children less
than 2 years of age. The agency now
believes that the complete prohibition of
nutrient content claims on foods for
infants and children less than 2 years of
age may have been overly broad.
Although current dietary
recommendations for Americans do not
include infants and children less than 2
years of age, there is no basis in the
1990 amendments to limit nutrient
content claims to only foods intended
for the population over the age of 2. In
addition, the agency cannot discount
the possibility that information may be
developed that will allow the agency to
define specific claims on the level of a
nutrient in the food that are appropriate

for foods for infants and children less
than 2 years of age. Such claims are
subject to the requirements of section
403(r) of the act. *
Accordingly, the agency has revised
new § 101.13(b){3) to state that no
nutrient content claims may be made on
foods for infants and children less than
2 years of age unless a regulation
specifically authorizing such a claim
has been established in part 101,
subpart D, among certain other parts of
the regulations. Interested persons may
submit a petition under new § 101.69
with appropriate information that
would provide a basis on which the
agency could determine that a specific
nutrient content claim would be

anmronriate for fande far infantc and
U PAUPLIONU 1UT IUUUS TUL R4l alil

children less than 2 years of age.

The agency also notes that it can
permit, by regulation under section
403(j) of the act, claims that are made

-because of the special dietary usefulness

of the food. The agency intends to use
its authority under section 403(j) and (r)
of the act to regulate foods for infants
and children less than 2 years of age. In
evaluating a petition for the use of a
claim, it will determine under which
authority of the act the claim is
appropriately regulated. Accordingly,
the agency is including in new
§101.13(b)(3) a reference to regulations
in part 105 among those regulations that
permit claims on foeds for infants and
children less than 2 years of age. In
addition, in the general principles
proposal, FDA stated that the
regulations in part 107, issued under the
authority of section 412 of the act (21
U.S.C. 350), permit certain nutrient
content claims on infant formulas. For
clarity, FDA has also included part 107
among the regulations permitting claims
in new § 101.13{b)(3).
The comments that requested
permission to make certain claims did
not provide, nor has the agency
developed, a sufficient basis on which
to conclude that any of the nutrient
content claims that FDA is defining, or
any other claims, are appropriate for
food specifically intended for infants
and children less than 2 years of age.
Although the agency is not prohibiting
the statement of identity, “juice with %
low fat yogurt” because low fat yogurt
is a standardized food and the statement
of identity accuratelv characterizes the
product, the agency notes that the other
statements about the fat content of a
product would be inappropriate on a
food intended for infants end children
less than 2 years of age. Such a food
would be inconsistent with the
guidance provided by various health
authorities, which was noted in the
general principles proposal and

w4
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published in a report by the National
Heart, Lung, and Blood Institute,
National Chaolesterol Education Program
(NCEP) (Ref. 1), that fat and chclesterol
should not-be restricted in the diets of
infants.

The agency has also considered the
request to autherize the use of “no sugar
added” and “no salt added” claims on
foods specifically intended for infants
and children less than 2 years of age.
The terms "‘no sugar added” and *'no
salt added” have been defined as
nutrient content claims for adult foods
in §§101.60(c}{2) and 101.61(c)(2) and
imply that the food is either “low” or
“reduced” in calories or sodium,
respectively However, because dietary
guidelines urging Americans to
moderate their intake of sodinm and salt
are specifically for adults and children
over 2 years of age, claims an foods
intended specifically for infants and
children less than 2 years of age are not
appropriate. Therefore, the agency is not
granting this request.

However, terms “unsweetened” and
“unsalted”” can be viewed differently. In
the general principles proposal (56 FR
60421 at 60437), the agency cited the
September 22, 1978, final rule on label
statements for special dietary foods {43
FR 43238). In that final rule, FDA
concluded that the term “unsweetened”
was a factual statement about an
organoleptic property of a food. The
general principles proposal stated that
the agency was not aware of any reason
te change this view. Although the
agency did not propose in the general
principles proposal to define the terms
“unsweetened” for foods intended
specifically for infants and children less
than 2 years of age the agency considers
that this statement on baby food, as on
adult food, is not intended as a nutrient
content claim but as a taste claim. As
such it is consistent with the
recommendations of the American
Academy of Pediatrics (Ref. 33} and the
Surgeon General's report (Ref. 4) that
sugar should be added sparingly, if at
all, to feods prepared for normal infants,
Consequently, the agency believes that
highlighting that a food is unsweetened
may provide useful information about
the organoleptic properties of the food.
Accordingly, the agency is adding foods
intended specifically for infants and
children less than 2 years of age to the
exceptions provided in § 101.60(c)(3} fo1
the term “unsweetened” as a factual
statement.

Similarly, the agency believes that a
statement tha* the food is “unsalted” on
foods for infants and children less than
2 years of cge can also be viewed as a
statement about the organoleptic
properties of the food. This term is also

consistent with the recommendation
from the same health authorities, noted
in the comments, that, similar to
sweetness, a salty taste is not necessary
for an infant's palate. The agency
recognizes that although the word
“sweet” is used exclusively to identify
a taste, the word "‘salt” may be
associated with the level of a nutrient or
with the taste of a food. However,
consistent with the use of the word
‘“unsweetened” as a statement of taste,
the agency is permitting the term
“unsalted” to be used on foods intended
exclusively for infants and children less
than 2 years of age. The agency is
providing in § 101.61{c})(3) that
‘“unsalted” may be used on these foods
provided that it refers only to the taste
of the food and is not otherwise false
and misleading.

Finally, in keeping with section
403(r)(2)(E) of the act as amended,
which permits, without further
definition, label statements that describe
the percentage of vitamins and minerals
in the food relative to the RDI, the
agency concludes that it is appropriate
to permit statements of this type on
foods intended specifically for infants
and children less than 2 years of age.
Elsewhere in this issue of the Federal
Register, FDA is listing values that may
be used as KDI's specifically for infants
and for children under 4 years of age.
These reference amounts provide an
appropriate basis for label statements on
foods intended specifically for infants
and children less than 2 years of age
that describe the percentage of vitamins
and minerals relative to the RDL
Accordingly, the agency is clarifying its
intentions by amending new
§ 101.13(q)(3) to specifically include
foods for infants and children less than
2 years of age among those that may
bear a percent RDI statement.

The agency has not prohibited claims
on foods that are promoted for infants
and children under the age of 2 but that
are intended primarily for adults and
older children. However, the agency
cautions that any nutrient content
claims made on such products in
association with a statement about use
of the food for infants and children
under the age of 2 would be misleading
under section 403(r) of the act unless
such claim has specifically been
permitted for such a population by
regulation,

C. Labeling Mechanics

The 1990 amendments do not include
specific limits on the prominence of
nutrient content claims. However, FDA
did propose certain requirements on
how claims are to be presented. In the
general principles proposal (56 FR

60421 at 66424), FDA proposed to
require in § 101.13(f} that a nutrient
content claim be, in type size and style,
no larger than the statement of identity.
The agency stated that this proposed
requirement would ensure that
descriptors are not given undue
prominence. The agency prepesed this
requirement under section 403(f) of the
act and under its general authority
under section 403({r}). Section 403(f) of
the act states that a food is misbranded
if any statement required by or under
the authority of the act is not placed on
the label with such conspicuousness, as
compared to other words, statements,
designs, or devices, as to render it likely
to be understoed by the ordinary
COnswmer.

Section 403(r}(2)(B] of the act states
that if a nutrient content claim is made,
the label or labsling of the food shall
contain, prominently and in immediate
proximity to such elaim, a statement
referring the consumer to the nutrition
label {i.e., “See¢ —~———————— for
nutrition informatien”). FDA propoesed
to incorporate this requirement in
§101.13(g).

Section 403(r)(2)(B) of the act requires
that the referral statement appear
prominently, but it does not contain
specific requirements such as to type
size or style. However, section
403(r)(2)(A)(iii} through {r}{2}{A)}(v) of
the act require that statements that
disclose the level of fat, saturated fat, or
cholesterol, which must be presented in
conjunction with certain nutrient .
content claims, *have appropriate
prominence which shall be no less than
one-half the size of the claim.” For
consistency and because the referral
statement and the statement disclosing
the level of another nutrient must both
be in immediate proximity to the claim
and therefore adjacent to one another,
the agency tentatively concluded that
these statements should be of the same
type size. Therefore, the agency
proposed in § 161.13(g)}{1) that the
referral statement be in type one-half
that of the claim, but in no case less
than one-sixteenth of an inch, consistent
with other minimum type size
requirements for mandatory label
information.

3. Many comments stated that no type
.ize requirements for either nutrient
content claims or referral statements
(other than those specifically included
in section 403(r}(2)(A}(iii) through
(r)}(2)(A)(iv)) are mandated by the 1990
amendments, and that the agency
should not impose requirements beyond
those included in these amendments.

While the 1990 amendments do not
specify type size requirements for
nutrient content claims or for the
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referral statement, the act must be read
as a whole. Section 403(f) of the act
requires that information required under
the act be placed on the label with such
conspicuousness as to render it likely to
be read. FDA has, therefore, included
those prominencs requirements in these
regulations that it finds necessary to
ensure that this requirement is satisfied
with respect to the information required
under the 1990 amendments.

1. Relationship of size of nutrient
content claim to statement of identity

4. Some comments suggested that the
type size for claims be limited to a size
no larger than the most prominent type
size on tne PDP. Some comments
suggested that the type size should not
exceed either the size of, or one-half the
size of, the largest type or brand name.
Soms of these comments stated that
these alternatives will allow
manufacturers more flexibility and be
more in line with the Executive Order
12291. Several comments stated that
there is no reason to connect type size
of the nutrient content claim to that of
the statement of identity because if the
nutrient content claim is
disproportionately large, the statement
of identily as well as other mendatory
information on the FDP, such as net
quantity of contents, will be so obscured
or small as to violate existing section
403(f) of the act.

The agency rejects these comments.
The nutrient content claim and the
statement of identity are two of the most
important pieces of information on the
PDP. Given the limited amount of space
on the PDP, the agency finds that it is
necessary to link the size of the twe
pieces of information, so that
manufacturers, can, and will, give
appropriate prominence to each of them
in planning their labels. The options
suggested by the comments to unlink
the size of the nutrient content claim
from the statement of identity could
result in a claim being unduly
prominent. It would not be consistent
with the goal of adopting regulations for
the efficient enforcement of the act if the
agency'’s regulations created a situation
in which violations of the act were
likely to develop. Thus, the agency
rejects those-options. However, the
agency does agree that more flexibility
with respect to the size of the nutrient
content claim is appropriate.

5. Several comments stated that
claims should have maximum
prominence and be permitted to be o7 a
iype size greater than the statement of
identity, especially when the claim is
included in a brand name, since claims
both provide important information to
the consumer and serve to draw

consumer attention to a specific product
among other similar products. Several
comments stated that the claim should
not be more than twice the size of the
statement of identity to provide for
flexibility in communicating the claim
effectively. Some comments stated that
this alternative will allow
manufacturers more flexibility and be
more in line with the Executive Order
12291,

FDA recognizes the concerns
expressed in these comments. FDA has
reconsidered the proposed limit on type
sizs for nutrient content claims and
concludes that the proposed limit may
unduly restrict the effectiveness of
claims. FDA is concerned that, as a
result, the incentives for manufacturers
to innovate and imprave their food
products may be reduced. As some
comments pointed out, style and format
play important roles in effective
marketing which is important not only
in selling the product but in bringing
the healthful attributes of the product to
consumers’ attention. The alternative
presented in the comments of limiting
the claim to not more than twice the
size of the statement of identity
provides for the flexibility requested to
further the effectiveness of claims, while
ensuring a certain propertionality of
these two important pieces of
information on the PDP. Therefore, the
agency is revising new § 101.13(f} to
require that the claim be no larger than
two times the statement of identity.

2. Referral statements

6. Several comments stated that
referral statements are redundant if the
claim appears on the information panel
with complete nutrition information.
Other comments stated that these
statements contribute to label clutter
and cause the PDP to look like an
information panel.

In response to the first group of
comments, the agency points out that
under proposed § 101.13(g)(2), a referral
statement is not required when a claim
appears on the information panel. More
importantly, the requirement for a
referral statement when a claim is made
is statutory. Section 403(r)(2){B) of the
act specifically provides that the label
contain this statement prominently and
in immediate proximity to the nutrient
content claim. Although the referral
statement does add to the information in
the PDP, this statement is necessary to
ensure that consumers fully understand
the nutrient content claim that is being
made.

7. Several comments stated that
referral statements, if required at all,
should be one-half the size of the claim.
Other comments stated that if a

minimum type size requirement is
necessary for the referral statement,
FDA should specify only a minimum
type size of one-sixieenth of an inch,
which is the minimum type size
prescribed for most mandatory
information on a food label. Other
comments suggested that referral
statements if required at all, should be
a minimum of one-sixteenth of an inch,
or be of a minimum type size consistent
with that required for the net quantity
of contents statement in § 101.105(i)
(which varies from one-sixteenth of an
inch to one-quarter of an inch
depending upon the area of the PDP),
because this standard would assure a
proportionality to the other printed
material on the label.

The agency has considered these
comments on the minimum type size of
the referral statement. FDA agrees that
it is not necessary to link the type size
of the referral statement to that of the
claim (as the proposal does). Such a
requirement could contribute to label
clutter. However, FDA does not agree
that specifying only a minimum type
size of one-sixteenth of an inch for the
referral statement will assure adequate
prominence for that statement,
particularly on packages where the area
of the PDP is large, end the claim is in
large letters. Rather, FDA agrees that the
requirements of section 403(f) and
{r)(2){b) of the act will be satisfied if the
referral statement is presented in a type
size consistent with the minimum type
size requirements for the net quantity of
contents declaration, which are linked
to the area of the PDP. The
proportionality between the size of the
referral statement and the size of the
label will ensure that the referral
statement is presented with appropriate
prominence.

However, FDA does not wish to
inadvertently establish minimum type
sizes for nutrient content claims. When
the claim is less than twice what the
minimum size of the referral statement
would be given the size of the label and
§101.105(i}, FDA believes that the type
size of the referral statement may be less
than that required under § 101.105 for
net quantity of contents. In such
circumstances, the referral statement is
of appropriate prominence if it is at
least one-half the size of the claim and
not less than one-sixteenth of an inch.
The agency believes that this approach
to the type size requirement for the
referrsl statement provides additional
flexibility to firms in utilizing label
space but still ensures adequate
prominence for this statement.

Therefore, FDA is revising the referral
statement requirement in new
§101.13(g)(1} to provide that the type

TR e o
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size of the referral statement be no less
than that required by § 101.105(i) for net
quantity of contents, except where the
size of the claim is less than two times
the required size of the net quaniity 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 one-sixteenth of an inch.

8. Several comments requested that
FDA provide that the referral statement
on labels bearing a nutrient content
claim become optional after 2 years. Ths
comments argued that after 2 years,
consumers will have learned that
information supporting the claim is
elsewhere on the label.

Section 403(r){2}(B) of the act does not
provide any authority for the agency to
make such a modification to the
requirement for the referral statement.
Therefore, the agency rejects this
request.

D. Disclosure Statements

Section 403(r)(2)}{B]}(ii) of the act states
that if a food that bears a nutrient
content claim ‘“contains a nutrient at a
level which increases to persons in the
general population the risk of a disease
or health-related condition which is diet
-elated, taking into account the
significance of the food in the total daily
diet, the required referral statement
shall also identify such nutrient,” i.e., a
disclosure referral statement. FDA

eferred to this level as the “disclosure
.evel” in the general principles propasal
(56 FR 60425). In proposed § 101.13(h),
FDA defined such levels for fat,
.aturated fat, cholesterol, and sodium,
based upon an approach that considered
dietary recommendations for these
nutrients, the number of servings of
food in a day, and available information
on food composition. The proposed
provision set out the required contents
of the referral statement that would
result (56 FR 60421 at 60425).

9. Several comments supported the
disclosure level concept. However,
others expressed the view that the
concept places emphasis upon a single
food rather than on the total diet, with
the result that a food is perceived by
consurmers as being “good food’” or “bad
food,” based upon the presence or
absence of a disclosure referral
statement.

The disclosure statement is required
under section 403(r)(2}{B](ii) of the act,
and the disclosure provision in this
final rule is consistent with that
requirement. However, FDA disagrees
with the assertion that the presence of
a disclosure statement on a food label
will lead consumers to perceive that the
labeled food is “bad,” or that the
absence of a disclosure statement on a

food label will be perceived as "'good.”
The disclosure statement specifically
directs the consumer to the information
panel for information about other
nutrients in the food in addition to the
nutrient for which disclosure is
triggered, e.g., “‘See side panel for
information about fats and other
nutrients.” Thus, consumers’ attention
will be directed to the nutrition label,
and they will be able te utilize the
information therein, not just the
disclosure statement, as a basis for
making a purchase decision about the
food. The disclosure statement is not
intended to serve as a primary basis for
making a purchase decision. However, if
a nutrient content claim is made, the
label must provide the consumer with
the facts that bear on the advantages
asserted by the claim and with sufficient
information to understand how the
product fits into a total dietary regime.

10. Several comments noted that in
the preamble of the general principles
propasal (56 FR 60421 at 60425), the
agency stated that “there are no
generally recognized levels at which
food compenents such as fat, saturated
fat, cholesterel, or sodium in an
individual foed will pose an increased
risk of disease,” and that a similar
statement appears in the preambte of the
November 27, 1991, proposed rule
entitled “Labeling; General
Requirements for Health Claims for
Food” (56 FR 60537 at 60543). Based on
these statements, the comments
reasoned, the agency would not be able
to make the analysis required in section
403(r)(2)(B)(ii) of the act for including a
disclosure statement in the referral
statement.

The agency disagrees with the
comments. Although the agency stated
in the proposal that “ihere are no
generally recognized levels at which
nutrients such as fat, saturated fat,
cholesterol, or scdium in an individual
food will pose an increased risk of
disease,” and thus “if FDA were to
attempt to set these (disclosure) levels
on an individual food basis, it would
not be possible to do so,” the agen y
also specifically roted that the act
directs the agency to take into account
the significance of the food in the total
daily diet when making its analysis foi
when a disclosure statement is required.

The analysis that the agency
performed in arriving at the
circumstances where a disclosure
statement is required was based upon
dietary guidelines, taking into account
the significanee of the food in the total
daily diet. The analysis utilized the
agency's praposed Daily Reference
Value’s (DRV’s) for total fat, saturated
fat, cholesterol, and sodium and

estimates of the amounts of these
nutrients in foods and the mumber of
servings of food consumed in a day.
Therefore, although the disclosure
levels are applied to individual foods,
the basis of their derivation is the total
dietary intake of nutrients that may pose
an increased risk of diet-related disease,
and tke difficulty in maintaining
healthy dietary practice that is created
if these nutrients are consumed in
particular feods at levels that exceed
those established as disclosure levels.
Thus, the agency concludes that its
statements in the proposal did not
preclude it from performing this
analysis, and that it performed its
analysis in a manner consistent with the
statute's guidance.

11. Some comments asserted that
consumers should be warned if the level
of certain nutrients poses an increased
risk of diseass, irrespective of whether
a nutrient content claim is made.

The agency disagrees with these
comments. Although section
403(r}{2){B)(ii} of the act mandates that
the agency require that referral
statements identify particular nutrients
in certain circumstances where health
or nutrient claims are made, the act does
not direct the agency to require the
identification of such nutrients in
instances where a claim is not made.

Under sections 201(n), 403{a), and
701(a) of the act, the agency could
require the identification of nutrients
that are present at levels that increase
the risk of a disease or health-related
condition in the absence of a claim.
However, in the absence of a nutrient
content claim, there would be ne basis
to conclude that consumption of the
food would receive any particular
emphasis as part of the total daily diet,
and thus there would be no particular
basis for concern, and hence for a
warning, about the levels of fat,
saturated fat, cholesterol, or sodium in
the food. Only when the significance of
the food in the total daily diet is
highlighted, as it is when a nutrient
contsnt claim is made, does the level of
these other nutrients become material
not only for purposes of section
403(z)(2){B}ii) of the act but also for
sections 201(n) and 403(a) of the act.

12. One comment expressed concern
that the agency's establishment of
disclosure levels will be an open
invitation for product liability suits for
all products exceeding the threshold
amounts.

As stated above, the agency believes
that “there are no generally recognized
levels at which putrients such as fat,
saturated fat, cholesterel, or sodium in
an individual food will pose an
insreased risk of disease.” The
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disclosure levels are not tied to
concerns about consuming the
individual food but to concerns that
claims can mislead consumers about the
significance of the food in the total daily
diet, and that rather than facilitating
compliance with dietary guidelines (see
H. Rept. 101-538, 101st Cong., 2d sess.
(October 1990)), such claims could
make compliance with such guidelines
more difficult if certain relevant
information is not brought to the
consumer’s attention. The disclosure
levels should be understood in this way.
The agency wishes to make clear,
however, as stated in the final rule on
health claims, published elsewhsre in
this issue of the Federal Register, that
foods that contain nutrients at levels
that exceed the disclosure level are not
unsafe, will not cause a diet related
disease, and are not dangerous or “‘bad”
foods.

13. Several comments suggested that
levels other than 15 percent of the DRV
should be used as the threshold level for
. disclosure statements. Some comments

stated that a 20 percent level should be
used because it is consistent with the
definitions of “more” and “high’ and
supportable on the basis of estimates of
food consumption. Another comment
suggested a 7 1/2 percent level
specifically for fat and saturated fat,
believing that 15 percent is too high for
these nutrients. Similar comments
pertaining to a disqualifying level for a
nutrient for a health claim in response
to the November 27, 1991, proposal on
“Labeling; General Requirements for
Health Claims for Food,” were received
by the agency.

The statutory language defining a
disclosure level for a nutrient in
conjunction with a nutrient content

. claim is the same as that for a
disqualifying level for the nutrient for a
health claim. The agency is, therefore,
adopting the same levels for the
individual nutrients for both types of
claims. The agency is modifying the
disclosure levels in new § 101.13(h)(1)
and the disqualifying levels in new
§ 101.14(a)(5) to 20 percent of the DRV.
The rationale for increasing these levels
to 20 percent of the DRV is given in the
final rule on general requirements for
health claims for food, which is
published elsewhere in this issue of the
Federal Register, and is incorporated
nerein. Therefore, the disclosure lavels
in new § 101.13(h) are being revised to
13.0 grams (g} of fat, 4.0 g of saturated
fat, 60 mg of cholesterol and 480 mg of
sodium per reference amount
customarily consumed (hereinafter
referred to as '‘reference amount’’}, per
labeled serving size or for foods witg
reference amounts of 30 g or less or 2

tablespoons or less, per 50 g (for
dehydrated foods that must have water
added to them prior to typical
consumption. the 50 g criterion applies
to the “‘as prepared” form) {see also
discussion in section I11.A.1.b. of this
document).

14, Several comments opposed the
proposed requirement of § 101.13(h)
that if a food contains more than the
specified amounts of fat, saturated fat,
cholesterol, or sodium per reference
amount, per labeled serving size, or per
100 g, then the referral statement must
include a disclosure statement. The
comments stated that “‘per 100 g"
unfairly discriminates against foods
with standard serving sizes of less than
100 g, e.g., cheese, crackers, cookies,
margarine, and butter. The comments
further stated that the 100-g criterion
makes littie sense and should be
eliminated.

The agency considered these
comments and continues to believe that
a weight-based criterion, in addition to
the per reference amount and per
labeled serving size criteria, is needed
as a criterion for disclosure levels to
ensure that if a claim is made for a food
that is dense in fat, saturated fat,
cholesterol, or sodium, the claim will
not be misleading in light of the levels
of fat, saturated fat, cholesterol, or
sodium in the food. Therefore, the
agency is retaining a weight-based
criterion for disclosure levels in the
final rule,

However, the agency agrees that the
100-g criterion is too restrictive and is
modifying the criterion applied to
disclosure levels in new § 101.13(h) and
disqualifying levels in new § 101.14 to
a weight-based criterion of 50 g that is
applicable only to foods with reference
amounts of 30 g or less or 2 tablespoons
or less (see also discussion in section
II.A.1. of this document). The rationale
for this modification is fully set forth in
the final rule on general requirements
for health claims for food, published
elsewhere in.this issus of the Pederal
Register and is incorporatsd herein.

15. One comment contended that
there is not an appropriate scientific
basis for establishing a disclosure level
for sodium,.

The agency rejects the comment’s
assertion that the scientific evidence is
not sufficient to support the
establishment of a disclosure level for
sodium, In the general requirements for
health claims for food document and in
the sodium/hypertension health claims
document published elsewhere in this
issue of the Federal Register, FDA
responds to comments that assert that
iden:ifying sodium as a disqualifying
nutrient for health claims is

inappropriate and to comments that the
scientific evidence relating sodium to
hypertension is insufficient. Those
responses are incorporated herein. The
agency notes that the evidence from
clinical trials supports that high sodium
intake is related to high blood pressure,
that the evidence from human
observational studies is generally
consistent and supportive, that the long-
term prospective study data are
sometimes inconclusive and sometimes
supportive, and that there is significant
scientific agresment among experts that
this relationship exists. The agency
concludes that the scientific basis is
sufficient, and that sodium reduction is
likely to benefit a significant portion of
the general population,

However, as explained in the general
requirements for health claims in food
document published elsewhers in this
issue of the Federal Register, in
response to comments FDA is increasing
the disqualifying/disclosure level to 20
percent of the DRV, as compared to 15
percent as proposed, and thus the level
will be 480 mg per serving as compared
with the proposed level of 360 mg.

E. Amount and Percentage of Nutrient
Content Claims

- In the general principles proposal (56
FR 60421 at 60426), FDA proposed to
regulate the use of statements of amount
(e.g.. contains 2 g of fat) or that use a
percentage (e.g., less than 1 percent fat)
to describe the level of a nutrient in a~
food. The agency proposed in § 101.13(i)
that foods bearing statements about the
amount or percentage of a nutrient in
food must meet the definition for “low”
in the case of fat, saturated fat, sodium,
and calories and “‘high" for fiber,
vitamins, minerals, and other nutrients
for which the term is defined.

16. Some comments expressed the
view that statements regarding the
amount and percentage of nutrients in
food are confusing, deceptive, and
misleading to most consumers and
should not be permitted. One comment
suggested that studies are needed to
ascertain consumer perceptions in this
area, and that amount or percentage
labeling statsments are not necessary on
foods.

The agency is not persuaded tnat
studies are needed to ascertain how
these statements are understood by the
consumer, or that it is necessary to ban
these statements. The agency believes
that statements concerning the amount
and percentage of nutrients in food can
provide useful information to
consumers and flexibility to the fooa
manufacturer in stating the nutritiona.
attributes of a food. However, FDA
recognizes that these statements can e
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misleading. Therefore, FDA has
carefully prescribed the circumstances
in which such statements may be used
in new § 101.13(i).

17. One comment stated that the 1990
amendments do not require FDA to
limit amount or percentage statements
about nutrient claims in the manner that
the agency has proposed.

The 1990 amendments provide, in
section 3(b)(1){(A)(iv); that FDA shall
permit statements describing the .
amount and percentage of nutrients in
food if they are not misleading, and if
they are consistent with the terms
defined by the agency. As discussed in
the general principles proposal (56 FR
60421 at 60426), the legislative history
of the 1990 amendments contemplates
that the agency would define the
circumstances by regulation *“‘under
which statements disclosing the amount
and percentage of nutrients in food will
be permitted” (136 Congressional
Record, H5841-2 (July 30, 1990)). This
portion of the legislative history states
that “amount and percentage statements
must be consistent with the terms that
the Secretary has defined under section
403(r)(2)(A)(i) of the act [definition of
descriptive terms} and they may not be
misleading under section 403(a) in the
current law.” Thus, the agency believes
that regulations to ensure that these
statements will not be used in a
misleading manner are consistent with
the 1990 amendments. Therefore, the
agency concludes that, consistent with
the intent of the 1990 amendments,
regulations controlling the use of label
statements that state the'amount or

- percentage of a nutrient in a food are

appropriate.

18. Several comments suggested that
amount and percentage disclosure
statements should be permitted without
restriction if the statement is
accompanied by appropriate
explanatory information, and as long as
the statements are not misleading.
Additionally, the comments implied
that the agency should not prohibit or
restrict the use of elaims that convaey the
amount and percentage of nutrients in
food because this information can direct
consumers to the favorable
characteristics of a food and allow
consumers to compare food products
within the same product line.

Other comments stated that foods
should not be required to comply with
such strict requirements before they can
use amount and percentage statements.
These comments contended that the
agency has ample authority to regulate
amount and percentage statements
under section 403(a) of the act.

FDA finds that some restrictions on
amount and percent claims are

necessary. FDA advises that numerous
consumer complaints, comments on a
1989 ANPRM on food labeling (54 FR
32610, August 8, 1989), and comments
on the general principles and fat/
cholesterol proposals about misuse of
label statements such as *“—— percent
fat free” have persuaded the agency
that, in many cases, statements
regarding the amount and percentage of
nutrients in food have been misleading.
Moreover, section 3(b}(1)(A)iv) of the
1990 amendments prescribes specific
conditions in which such claims may be
made. Therefore, FDA believes that it is
necessary to limit the use of such
statements in a manner that ensures that
they will not mislead consumers, and
that, if they implicitly characterize the
level of a nutrient, they are consistent
with the terms defined under section
403(r)(2)(A)(i) of the act. If amount and
percentage statements are to be limited
in this manner, the circumstances in
which they can be used must be
specifically presented. Thus, the agency
concludes that, consistent with the 1990
amendments, it is necessary to limit by
regulation the use of label statements
that state the amount or percentage of a
nutrient in a food. Therefore, as
discussed in response to the next
comment, the final regulation will
include a provision in new § 101,13{i)
limiting the use of such statements.

19. Many comments requested that
FDA consider revisions in the
provisions for amount and percent
statements in the final rule. Some
comments stated that the agency should
not prohibit the use of amount and
percentage statements on foods that do
not meet the definition for “low” or
“high” for a particular nutrient. One
comment argued that, as proposed, this
regulation would deprive consumers of
useful information, hinder consumers
from making informed food choices, and
prohibit consumers from quickly
differentiating between similar foods
within the same product category. A
similar comment suggested that FDA
should permit the use of amount and
percentage statements on foods where
the value in the factual statement does
not exceed the proposed nutrient claim -
disclosure level for single foods.

A few comments asserted that amount
and percentage labeling statements
should be permitted on foods that
qualify for a “source” claim. Another
comment suggested that FDA should
permit the use of amount and
percentage statements on foods that
qualify for a “reduced” claim.

Some comments suggested that FDA
should permit the use of amount and
percentage statements to convey
information regarding the calorie

content per serving of food, consistent
with the number of calories that appear
on the nutrition panel. Other comments
suggested that it is customary for
consumers to refer to calorie
information when selecting foods, and,
therefore, the use of amount and
percentage statements to describe this
information should be permitted in the
final regulation.

A few comments suggested that
amount and percentage statements
about the sodium content of a food
provides factual information to
consumers and should be permitted.
Another comment stated that very few
foods could convey amount and
percentage staternents for sodium under
the proposed provisions.

These comments have convinced the
agency to reconsider the proposed
provisions for statements concerning the
amount and percentage of nutrients in
foods. The agency believes that
statements relating the amount and
percentage of nutrients in foods are
generally useful to consumers for such
purposes as pointing out the level of a
nutrient in the food and facilitating
comparisons between foods. The
proposed provisions for amount and
percentage statements would have
limited the use of these statements to
only foods that are “low” or “high” in
the particular nutrient. FDA believes
that the provisions in the proposal were
too restrictive because they would deny
consumers the use of such statements to
evaluate many foods. FDA has
considered how to permit statements of
amount and percent that implicitly
characterize the level of a nutrient (e.g.,
“less than 10 grams of fat’’} in a manner
that benefits consumers and also
satisfies the requirements of the statute.
FDA believes that these conditions are
met when such amount and percentage
statements about a nutrient are made on
foods that meet the criteria for any
nutrient content claim, including
relative claims, for the nutrient. Such
amount and percentage statements are
useful in helping consumers identify
foods that facilitate conformance to
current dietary guidelines. This
includes foods that are a “‘good source
of” or foods ““low” or “high” in a
nutrient as well as, foods that are
alternatives to other reference foods
{e.g., foods that are “reduced” in a
nutrient,

Thus the final rule has been revised
in new §101.13(i)(1) to provide that a
statement. of percent and amount may be
contained on the label or in the labeling
of a food that meets the definition fora
claim (as defined in part 101, subpart D)
for the nutrient that the label addresses.
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The agency aiso believes that a In addition, based on the comments The agency disagrees with the latter
statement about the amount and and its review of the 1990 amendments, comment. Nutrition labeling is
percentage of nutrients that implicitly FDA finds that there are some necessary when a claim is made to

characterize the level of the nutrient can
provide useful information to
consumers even if the food does not
meet the criteria for a claim, provided
the statement does not misleadingly
imply that a food contains a small or
large amount of a nutrient and makes
clear whether the food meets one of the
nutrient content claims that the agency
is defining. In circumstances in which
a food does not meet the criteria for a
claim, an amount or percentage
statement that implicitly characterizes
the level of & nutrient, appearing by
itself might be misinterpreted, Thus, the
statement must be accompanied by a
disclaimer such as 'less than 10 grams
of fat, not a Jow fat food” or “only 200
mg of sadium per serving, not a low
sodium food.” The disclaimer will not
only make the claim not misleading, as
required by section 3(b)(1}{A)(iv) of the
1990 amendments, it will also provide
the means by which the amount or
percentage can be declared consistently
with section 403(r)(2)(A)i) of the act by
affirmatively stating that thé amount
does not meet the relevant definition.

To provide for statements about the
asmount or percentage of a nutrient in a
food that implicitly charecterize the
level of the nutrient under these
circumstances, FDA is adding new
§101.13(i)(2) to allow for the use of
amount and percentage statements
when the level of the nutrient does not
meet the definition for a claim if a
disclaimer accompanies the claim.

This revision also includes provisions
for the location and type size of the
disclaimer statement that require that
the disclaimer be in easily legible print
or type and in a size no less than
required by § 101.105(i) for net quantity
of contents except where the size of the
claim is less than two times the 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 one-
sixteenth inch. This approach has been
fully discussed in response to comment
7 of this document.

Because these revisions permit the
use of amount and percentage
statements where a food qualifies for all
relative claims, and not just “high” or
“low,"” the agency is deleting from new
§ 101.13(i) the phrase that refers to these
statements as implying thst a food is
“high or low"” in a nutrient and is
inserting language that states that these
statements imply that the food
“contains e lsrge orsmall amount” of
that nutrient

circumstances in which an amount
claim cannot be considered to
characterize in any way the level of a
nutrient in a food. For example, the
statement “'100 caleries” or “5 grams of
fat” on the principal display panel of a
food would be a simple statement of
amount that, by itself, conveys no
implied characterization of the level of
the nutrient. As long as such a statement
is not false or misleading, it can
appropriately be included in food
labeling. Therefore, FDA is providing in
new § 101.13(i}(3) that an absolute
statement of amount may be made
without a disclaimer if “[t}he statement
does not in any way implititly
characterize the level of the nutrient in
the food, and it is not false, or
misleading in any respect.”

Finally, the agency is advising in new
§ 101.13(i)(4), for clarification, that
amount and percentage statements made
on labels or in labeling as “‘—~— percent
fat free” are not subject to the provisions
of that paragraph. These statements are
regulated separately under new
§ 101.62(b}{6). The agency believes this
clarification is necessary because the

‘preambie discussion -

in the general principles proposal
supporting § 101.13(i) cited “——
percent fat free” as an exampie of a
claim subject to section 3(b){1}{(A)(iv) of
the 1990 amendments. While this
example is appropriate, the agency is
making it clear that the actual
regulations governing *—— percent fat
free” statements are provided in new

§ 101.62(b)(6) because those provisions
differ from those of new § 101.13(i). The
provisions for *—— percent fat free"
statements are discussed below in the
preamble section TILB.c.vi. {on Percent
Fat Free] of this document.

F. Nutrition Labeling Required When a
Nutrient Content Claim is Made

In the general principles proposal, the
agency proposed (56 FR 60421 at 60426)
in § 101.13(m) {redesignated as
§101.13(n) in this final rule) that a
nutrient content claim may be used on
the label or in labeling of a food,
provided that the food bears nutrition
labeling that complies with the
requirements in proposed § 101.8 or, if
applicable, proposeg §101.36.

20. The majority of comments
addressing this issue favored the
proposed requirement. One comment
was concerned that requiring nutrition
labeling on all foods bearing e claim
will confuse consumers rather than
empower them to maekg énformed
dietary selections.

ensure that other important nutritional
aspects of the food are presented along
with that aspect highlighted by the
claim. This fact is recognized in section
403(r)(2)(B) of the act, which requires
that any nutrient content claim be
accompanied by a statement referring
the consumer to the nutrition lsbel,
Thus, nutrition labeling in the labeling
of a food that bears a claim will assist
consumers in making informed dietary
selections because it provides them with
additional important information about
a food.

Howaever, the Dietary Supplement Act
of 1992 imposed a moratorium on the
implementation of the 1990
amendments with respect to dietary
supplements. Therefore, FDA is not
adopting § 101.36 and has modified
§ 101.13(n) to reflect this fact. The
agency has also added a reference to
§ 101.10 to cover the situation in which
a nutrient content claim is made for
restaurant food {see section IV. of this
document).

G. Analytical Methodology

In the general principles proposal (56
FR 60421 st 60428}, the agency
proposed in § 101.13(n) {redesignated as
new § 101.13{0) in this-final rule} to
determine compliance with the
requirements fer nutrient content claims
using the analytical methodology
prescribed for determining compliance
with nutrition labeling in proposed
§101.9.

21. A comment expressed the view
that specifying methods such as official
Association of Official Analytical
Chemists {AOAC International) methods
for the verification of nutrient claims is
a barrier to innovation. The comment
suggested that FDA should specify that
appropriate valid methods may be used
for determining nutrient content. The
comment noted that if the manufacturer
uses a nonofficial method, the
manufacturer should have the burden of
substantiating the validity of the method
that is used.

FDA notes that new § 101.9(g), as
amended by the mandatory nutrition
labeling document published elsewhere
in this issue of the Federal Register,
states that, unless atherwise specified,
comptliance with nutrition 1abeling will
be determined using methods validated
by AOAC International. That regulation
also states that if no “official” analytical
method is available or appropriate,
other reliable and appropriate analyticel
procedures may be used.

An ADAC International Tesk Force on
Nutrient Lebeling Methods has

"
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considered the adequacy of AOAC
International methods to meet
nutritional labeling needs. The task
force judged adequacy on the basis of a
survey of nutrient method users and on
the basis of the collaboratively validated
and officially approved status of
methods in the AOAC International
Official Methods of Analysis. The
methods judged to be adequate relative
to the regulations and to reflect current
analytical definitions are listed in The
Referee 16:7-12 (1992) (Ref. 2).

Section 101.9(g) sets out the methods
that the agency will use for compliance
determinations, Manufacturers may use
nonofficial methods of analysis to
establish nutrient content label values,
but in doing so, they should ensure the
validity of their methods with respect to
applicability, specificity, sensitivity,
accuracy, precision, and detectability. If
they fail to do so, and their methods
produce significantly different results
than the official method, their label may
subject them to regulatory action.
Reliable and appropriate alternative
analytical met.gods may be submitted to
FDA for a review of their acceptability.

Thus, by referencing new § 101.9, new
§ 101.13(0) does not preclude a
manufacturer from using alternative
analytical methods for determining
nutrient content label values. No
amendment of the regulation is
necessary to comply with the
comment’s suggestion.

Analytical methodology is more
extensively discussed in the final rle
on mandatory nutrition labeling
published elsewhere in this issue of the
Federal Register.

H. Exemptions

This section addresses provisions in
the general principles proposal for
certain exemptions from the
requirements for nutrient content
claims: (1) Claims in a brand name; (2)
“diet” soft drinks; (3) certain infant
formulas; and (4) standards of identity.
Other exemption provisions are _
addressed in the sections of this
document pertaining to scope,
restaurant foods, sugar free, and
petitions. FDA advises that the
exemption provisions proposed as
§101.13(o) have been redesignated as
new§ 101.13(q) in this final rule,

1. Claims in a brand namse

Under section 403(r)(2)(C) of ths act,
manufacturers may continue to use
brand names that include nutrient
content claims that have not been
defined by regulation, as long as those
claims appeared as part of a brand name
before October 25, 1989, and are not
false or misleading under section 403(a).

Section 403(r)(2)(B) of the act, which
requires the nutrition information
referral statement, does apply to foods
whose brand name includes such
claims. Consequently, the labeling of
products whose brand name includes
such terms will have to bear an

apgro riate referral statement.

o implement this provision of the
act, the agency proposed § 101.13{0)(1)
{redesignated as § 101.13(q)(1)), which
states that nutrient content claims not
defined by regulation, appearing as part
of a brand name that was in use prior
to October 25, 1989, may be used on the
label or in labsling of a food, provided
that they are not false or misleading
under section 403(a) of the act.

22. Several comments stated that
allowing some products to continue to
use a nutrient content claim in a brand
name while precluding others on the
basis of a date (October 25, 1989) is not
justified, even if it is legally sustainable.
Further, some comments contended that
some nonexempt products could have
an eqiuivalent or superior nutritional
profile. Other comments stated that the
agency should broaden the exemption ta
include some claims in brand names
appearing after October 25, 1989,
without requiring a petition or other
administrative process.

The agency advises that section
403(r)(2)(C) of the act grants the agency
authority to exempt only those claims in
the brand names of pmgucts bearing
such claims before October 25, 1989,
unless the brand name contains a term
defined by the Secretary under section
403(r}(2){(A)(i) or is false or misleading.
While some nonexempt foods may have
an equivalent or superior nutrition
profile, such foods are not recognized by
the statute as exempt from the section
403(r){2)(A) of the act. Thus, the agency
is obligated by the statute’s language to
subject nonexempt foods to the general
requirements of section 403(r){(2)(A) of
the act that claims contained in a brand
name be defined by regulation or by an
approved brand name petition .
submission.

23, Several comments stated that
claims in brand names should be
restricted to terms that have been
defined by FDA, so that claims
appearing before October 25, 1989, will
be consistent with claims in brand
names appearing after that date. The
comments stated that requiring claims
to be consistent will facilitate the
education of the public, while allowing
some claims to be exempt will create
multiple meanings for the same term
depending on whether it appeared on a
label before or after October 25, 1989,
The comments stated further that such
an exemption would likely lead to

nonuniformity in the marketplace and
consequent consumer confusion. One of
these comments stated that FDA lacked
the resources necessary to provide
exemptions for some products while
enforcing regulations on others,

A clarification of the 1990
amendments' pfovisions concerning
exemptions is necessary. For a claim in
a brand name to remain exempt from
the act’s requirements, that claim would
have to bs, of necessity, one that has not
been defined by the agency by
regulation. Thus, after the effective date
of section 403(r)(1){A) of the act, that
claim could not be used on food

roducts that were not on the market

efore October 25, 1989. Therefore,
while an undefined term may have
inconsistent meanings in brand names
of food products that were on the
market before October 25, 1989, it will
not have multiple meanings depending .
on whether it appeared on a food label
before ar after October 25, 1989, as the
comment stated. Until the claim is
defined, it can not be used at all on post-
October 25, 1989, products or anywhere
but in the brand name of pre-October
25, 1988, products. Once it is defined,
it can only be used in accordance with
th?h definition. hat th

6 agen at the
establislgxm;?t mnitions that state
clear and consistent meanings for
nutrient content claims will facilitate
consumer understanding of those -
claims, Toward this end, the agency has
endeavored in this final rule to establish
definitions for both expressed and
implied claims that will govern as many
of the types of claims that frequently
appear in brand names as is possible.
owever, the agency notes that

because numerous types of claims
appear as part of brand names, this final
rule will not likely define all of the
claims that may be expressed or implied
as part of a brand name. The agency
expects that some of these claims will
continue to be used 'under the

- exemption granted in section

403(r)(2)(C) of the act. In this regard,
after these regulations become effective,
FDA will monitor claims used in brand
names that remain exempt, and if there
is evidence that use of undefined claims
could result in consumer confusion or
misleading labeling, the agency will
consider defining terms for such claims
on its own initiative.

FDA believes that defining such
claims will further the statute’s goal of
providing consistent nutrition
information on food labels and will
encourage competition in the
marketplace by making the terms
available for products not eligible for
the exemption. The agency does not
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agree with the comment that stated that
FDA lacks the resources necessary to
enforce a regime in which some
products ate subject to exemptions
while others are not. The agency doss
not expect a significant added burden to
be placed upon its resources if some
claims in a brand name remain exempt,
since exempt status does in}:u Riﬁw Mted
agency action orapproval but is gran
bgrth:ystatute if the claim appeared in

a brand pams of a food product before
October 25, 1989.

24. Some of the comments requested
that FDA either define terms that are
implied nutrient content cleims used in
brand names by regulation, to provide
for their use under section r}{2)(A)
of the act, or regulate their use on a case
by case basis under the general
misbranding provisions of the act.

The agency agrees in principle with
this comment’s suggestion that it should

define terms used as part of a brand
name that may ss or imply a
nutrient content claim. As noted in the

respanse to the previous comment, the
agelr’my has endeavored in this final rule
to establish definitions for both
expressed and implied claims that will
permit, to the extent foasible at this
time, as many as possibla of the types
of claims that frequently appear in
brand names.

However, as also noted above, the
provisions in this final rule will not
likely define all claims made as part of
a brand name, With regard to any claim
not defined by the :‘g‘ency; the
alternatives provided by the statute are
that either the claim is exempt, or it
must be the subject of a brand name
petition that is granted by the agenc{n_
There is no provision in the statute !
nondefined terms used in claims to be
evaluated under the broad misbranding
provisions of the act, other than that
which states that exempt claims in
brand names (i.e., claims that are
contained in the brand name of a
specific food product that was the brand
name in use on such food before
October 25, 1989; see discussion in
comment 25 of this document} must not
be misleading under section 403(a) of
the act. Therefore the agency rejects the
suggestion that it either define all the
terms or regulate their use on a case by
case basis under the provisions of the
act that prohibit false or misleading
ldbeling.

25. Several comments stated that
proposed § 101.13(0)(1) should be
revised to clearly state that the
exsmption applies only to terms used in
brand names used on s and
discrete food products before October
25, 1989, and not to products
introduced after that date. These

exemption in section 403(r}{2)(C) of the
act is triggered on a product-by-product
basis, i.e., “such brand name’" must
have been in use an “such fead” before
October 25, 1989, for the exemption to
apply. Some of these comments stated
that an across-the-bpard axemption to a
perticular brand name would-give an
unfair compatitive to
manufacturers who happened, hefora
October 25, 1989, to have used an
expressed or implied nutrient content
claim in a name. .

Other comments disagreed, arguing
that product line extensions of
quali brand namaes should also be
exempted from the requirements for
nutrient content ciaims because it
would be unfair to exclude new
products from bearing the same claim fn
the brand name until a petition for the
use of the claim in the brand name is
approved. Some comments stated that
the 1990 am;n&na&t: are ambiguous
regarding whether the exemption
provi;iicon for brand nm:;a% dto
specific products beering a
name or to the brand name itself, These
c;mm stated that this provision
should be interpreted brosdiy because:
(1) Laws afford special protection from
government interference to trademark
brand names; (2) a broad interpretation
would be in accordance with Executive
Order 12630, which directs that agency
actions for the protection of public
health and safety should be designed to
:;i;ance sigrﬁﬁcaxétatha health and

ety purpose and be no greater in

scopa thﬂu? is necessary to achieve that
purpose and (3) a broad interpretation
would be consistent with the President’s
“Memorandum For Certain Department
and Agency Heads" on reducing the
burden of government regulation (Ref.
3

).

The agency does not believe the 1990
amendments are ambiguous on this
issue because the statutory language,
specifically the requirement that *'* * *
such brand name was in use on such
food,” limits the scope of the exemption
to specific foods bearing the claim in the

comments stated that the statutory

brand name. Thus, the agency does not _

agree with the comments that asserted
that the agency should apply the
exemption to line extension products,

The agency agrees with the comment
that the final rule should be revised to
clarify the scope of the exemption for
brand names, and therefore it is revising
the first sentence of new § 101.13(g){1}
to read: '

Nutrient content claims that have not been
defined by regulation and that are contained
in the brand name of a specific food product
that was the hrand namse in use on such foad
before October 25, 1889, may continue to be

used as part of that brand name for such
product, provided that they are not false or
misleading under section 403(a) of the
Federal Food, Drug, and Cosmetic Act (the
act).

26. One comment requested
clarification as to whether the
exergz for abs:dm in bmn;lgx;lmamss in
use Y QCI 25, 1989, . to
the type size of the clsimi on the label
as well s to the claim itself, Sevaral
comments statod that referrsl statements
should not be required for claims that
are made-as part of a brand ngme.
Several comments.stated that brand
name claims should be required to bear
referral statoments, particularly if
accompanied by a claim that uses a
definad term,

Section 403(x)(2)(C) of the act exempts
certain claims contained in a brand
name from the requirements of section
403(r)(2){A). This exemption coversall
the requirements in saction 403{rJ(2)(A)
of the act , including the disclesure
requirements in section 403(r}{2)(A)(iti)
through {r}{(2)(A)(iv) as well as the
accompan type size requirements.
Claims in brand names are not
exempted however from section
403(r)(2)(B) or (). Therafore, such
claims are not exempt from: the type size
requirement i néw-§ 101.13(f) or from
the referral statement requirements in
new § 101.13(g) and (h). FDA is ad
a sentence to new § 101.13{g)(1) to mak
this clear.

27, a%%vual commmmd that
FDA adopt a policy
enforcement action will not be taken
against products bearing an expressed or
implied claim in a brand name that is
the subject of a petition until the agency
has ruled on the use of the claim.

The agency disagrees with these
comments. The statute establishes a
petition process for new nutrient
content claims, including use of an
implied claim in a brand namse. See
section 403(r){4)(A} of the act. The latter
type of petition is deemed to be granted
if the agency does not act on it in 100
days (section 403(r)}{(4)(A)(;ii) of the act).
It would make little sense for Congress
to have included a petition process with
such tight timeframes if it intended that
a claim could appear while the petition
for such claim is under agency review.
Therefore, the agency denies this
request.

28, Several commaents stated that no
nutrient content claim used before
October 25, 1989, in a brand name
should be permitted regardless of
whether or not it has been defined, but
provided no supporting rationale for
this position.

Because these comments are
inconsistent with section 403(r)(2}(C) of
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the act, and in the absence of any
information to support the position they
advance, FDA is rejecting them.

29, Several comments stated that the
agency should allow the use of
undefined claims in a brand name that
were not in use before October 25, 1989
if the claim ifso accompanied
clarifying information.

The&:ggem:y disagrees with these
comments. The course of action
advocated by these comments would
nullify the explicit previsions of the
statute that require that any tlaim in a
brand name that is not ex under
section 403(r){2}{C) of the act be used
only in accerdance with a definition
established by the agescy, or after the
agency has granted & petition for the
claim (section 403(x)(1XA) and
{r}{2)}{A}). While such informeation may
cure a mishranding under section 403(a}
of the ect, it weuld not be cansistent
with section 403{r). Therefore the
agency denies the commment’s raguest
that it allow the use of undefined
nonexempt claims in a brand name if
accompanied by qualifying infosrnation.
2. “Diet”" soft drinks

Section 403(r)(2)(D) of the act exempts
use of the term “‘diet” on soft drinks
from the requizement that a term naay be
used only in accordance with the
definitions established by FDA,
provided that its use meets certain
conditions: (1) The claim must be
contained in the brand name of such
soft drink; (2) the brand name must have
been in use on the soft drink befoze
October 25, 1989; and (3) the use of the
term *‘diet” must have been in
conformity with § 105.66. In aceerdance
with these cenditions, the agency
proposad in § 101.13(0)(2) that if the
claim of “diet” was used in the brand
name of a soft drink before October 25,
1989, in compliance with the existing
§ 105.68, the elaim may eontinue to be
used. Any other uses of the term ‘‘dist”
must be in compliance with amended
§ 105.66.

30. Several comments requested
clarification that the exemption for a
claim that uses the term “diet” in the
brand name of a seft drink does not
preclude line extensions, e.g., new
flavors for the brand after October 25,
19849,

For the reason diseussed in comment
25 of this document, the statutory
exemption for claims using the term
“diet” in the brand name of a seoft drink
does not extend beyond discrete
products that were available before
October 25, 1989. However, the agency
is continuing to define the term “diet”
in its regulations, specifically in

§ 105.66, as discussed in the general

principles proposat (56 FR 60421 at
60457). Thus, if the-use of the term
“diet” in the brand name of a goft drink
is in conformity with § 105.68, it may be
used an & soft drink product whether ar
not that product was availelste before
October 25, 1989. The agency is
unaware of any instances whereby line
extensions for *diet" soft drinks would
not be in conformity with § 105.68, and
no such instences were pressnted in the
comments. For clarity, the is
specifying in new § 101.13(q}(2) that soft
drinks marked after October 25, 1989,
may use the word “diet” provided they
are in complionee with current §105.66.

31. Several comments requestad
clarification that claims that use the
term “diet” in the brand name of a soft
drink are exempt from the requirement
in section 403(r}(2){B} of the act that
nutrient centent claims be accompanied
by the referral statement. These
comments furthsr stated that the
exemption applies to all of the
requirements impased by section -
403{r}(2) of the act.

The sgency sgrees with the comments
that section 403{r}(2}{D}.of the aet
exempts a soft drink bearing the term
“diet” as part of the brand name from
all provisions of section 463()(2},
including the requirement that a referral
statement accompany the claim,

3. Infant formulas and medical foods

Section 403(r}5){A) of the act states
that section 403(r) does net apply te
infant formulas subject to section 412¢h})
of the act or te medical foeds as defined
in sectien 5(b) of the Orphen Drug Act
(21 U.S.C. 360ea(b)). Seetion 412(h} of
the act applies to any infant fermula
that is represented and lebeled for use
by an infant whe has an inbom error of
metabolism or a low birth weight ar
who otherwise has an unususl medical
or dietary preblem. Section 5{b}{3) of
the Orphan Drug Aet defines the term
“medical food” &s a food that is
formulatad to be consumed or
administered enterally under the
supervision of a physician and that is
intended for the specific dietary
management of a diseass or condition
for which distinctive nutritional
requitements, based on recognized
scientific principles, are established by
medical evaluation. FDA presented its
views on what constitutes a medical
food in its supplementary proposal on
mandatory nutrition labeling (56 FR
60366 at 60377). Accordingly, the
agency proposed in §101.13{o}{4) to
reflect these provisions of the act.

32, Several comments pointed to the
fact that the agency already permits,
under § 107.10(b)(4) {21 CFR
107.10{b)(4)) which was issued undaer

suthority of sections 412 snd 463 of the
act, the labels of certain infant formule
to bear statements such as
“with addedl iron’* (see 56 FR sasaaﬂi
60378). These corements requested
the agency revise proposed
§ 101.13{a){4) ta state explicitly that
claims peymitted by part 107 (21 CFR
part 307) can continug & be mude
without respect ta the of
E:ﬂ;'t 101 fior infant for for normal
 terii infants, a8 long asthe claims
comply with the requitetzents of past
107. One comment statad that the infant
farmula: tions ensure FDA
oversight for these foods, making
additiensk restrictions unnecessary.
These-coxements. stated that sucli a
revision would make it clear that claims
pemitied under part 167 are not subject
to:tha regulations established under the
1980 amendments.

Undar section 403()}{5}A) of the act,
section 403{r) applises ta all infant
formulas except infent foemula that are
exempt under section 412¢h) of the sct.
Undez saction 403 (c}2){A i) of the act,
a claim that characterizes the level of &
nutrient in @ food may be made only if
it uses terms that are by
by delogation). Thus, while the terms
used on infant fonnula st subject to a
nutrient ecntent claims regime, claims
m&fa p?ﬂ infant formula in accordance
wi 167 are in compliance with
that regime because they use terms
defined in the regulations of the agency.
To reflect this fact, FDA has added
references to part 107 in new §101.13(b)
and (b)}(3).

33. One comment requasted that
nutrition information in the form of
publications and premetional materials
provided to pediatricians concering
infant formula preducts for normal full-
term infants be exempt from the labsling
requirements of this final rule.

he sgency advises that to the extent
that nutrition information in sny form,
inclading publications and promotional
materials of the type described, is
labeling, it must comply with all
applicable requirements of the act and
their implementing regulations in this
final rule. Purther, FDA does not have
authority to exempt any food labels or
labeling from the requirements of the
act. Labeling en infant formula products
for normal full-term infants is not
exempted by the 1990 amendments
from the act's requiremnents for nutrient
content claims. Therefore, the labeling
for these foods must comply with the
requirernents in this finat rule.

4. Standards of identity

Saction 403(r}{5){C) of the act states
that nutrient content claims that are
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made with respect to a food because the
claim is required by a standard of
identity issued under section 401 of the
act (21 U.S.C. 341) shsll not be subject
to section 403(r}(2)(A)(i) or {r)(2}B).
Thus, a nutrient content claim that is
part of the common or usual name of a
standardized food may continue tc be
used even if the use of the term in the
standardized name is not consistent
with the definition for the term that
FDA adopts, or if FDA has not defined
the term. Moreover, the label of the
standardized food wounid not need to

bear a statement referring consumers to

the nutrition label. However, in the
general principles proposal (56 FR
60421 at 60429), FDA reviewed the
legislative history of this provision,
which makes clear that Congress did not
intend section 403(r){5)(C) of the act to
imply, in any way, that new standards
issued under the act would be exempt
from ths provisions for nutrient content
claims in part 101. Rather, Congress
intended that this exemption would
apply only to nutrient content claims
made in the names of existing standards
of identity (see H. Rept. 101-538, 101st
Cong., 2d sess. 22 (1990)).

Accordingly, the agency proposed in
§ 101.13(o){6) that nutrient content
claims that are part of the name of a
food that was subject to a standard of
identity on November 8, 1990, the date
of enactment of the 1990 amendments,
are not subject to the requirements of
proposed § 101.13(b),(g), and (h} or to
the definitions of part 101, subpart D,

34. Several comments disagreed that
nutrient content claims that are part of
the common or usual name of a food
that was subject to a standard of identity
on November 8, 1990, should be exempt
from having to comply with the
definitions for such claims established
by the agency. These comments staled
that consumers may be confused by
inconsistent meanings of the same term
in standardized versus nonstandardized
fonds because many consumers do not
know the difference between
standardized and nonstandardized
foods. Additionally, these comments
stated that it was unfair to exempt
standardized foods from the general
requirements for nutrient content
claims.

Section 403(r)(5)(C) of the act
specifically exempts nutrient content
claims that were part of the common or
usual name of a food subject to a
standard of identity on November 8,
1990, from the requirement that terms
used to make claims comply with
definitions established by regulation.
Because this exemption is statutory, the
agency must make it available to focds
chat meet the criteria for the exemption,

Therefore FDA is retaining new

§ 101.13(g)(6) &s proposed. The agency
mors fully discusses this exemption in
the document addressing labeling
requirements for foods named by use of
a nutrient content claim and a
standardized term published elsewhere
in this issue of the Federal Register.

5. Other

35. The agency determined in the
final regulation on mandatory nutrition
laheling published elsewhere in this
issue of the Federal Register, that
bottled water is not exempt from
nutrition labeling unless it contains
insignificant amounts of nutrients.
Similarly, label statements on bottled
water that make claims about nutrients
of the type required to be declared in
nutrition labeling are nutrient content
claims requiring definition under
section 403(r} of the act. In this regard,
the propesal asked for comment as to
how to decide what constitutes a
nutrient content claim (56 FR 60421 at
60424). Comments on this issue have
led FDA to conclude that fluoride is a
special nutrient that warrants different
laheling requirements than other
nutrients,

Many public drinking water systems
add fluoride to drinking water to help
reduce dental caries. In addition, the
Surgeon General has supported this
practice (Ref. 4). However, there are
concerns that flurride levels in drinking
water not be too high. The
Environmental frotection Agency has
established primary and secondary
drinking water standards for fluoride
(51 FR 11396, April 2, 1986) and FDA
has proposed to revise its quality
standard for fluoride in bottled water
accordingly (53 FR 36036, September
16, 1988). Therefore, FDA believes that
while the presence of fluoride in bottled
water is of interest to consumers and its
declaration should not be prohibited,
the agency does not wish to encourage
unnecessary addition of fluoride to
bottled water. The agency is concerned
that if terms like “‘good source of
fluoride” or “high in fluoride” were
permitted, they might encourage such
additions.

Consequently, the agency has not’
defined a nutrient content claim for
fluoride. Instead, it has provided that a
statement indicating the presence of
added fluoride may be used, but the
claim may not include a description of
the level of flucride present. FDA has
provided in new § 101.13{q)(8) that
bottled water containing added fluoride
may state that fact on the label or in
labeling using the term *fluoridated,”
“fluoride added,” or “with added
fluoride.”

MI. Definition of Terms
A. General Approach
1. Criteria for definitions of terms

a. Serving size to evaluate nutrient
content claims

_ In a proposal addressing food labeling
and serving sizes that wag published.in
the Federal Register on November 27, .
1991 (56 FR 60394), FDA proposed
among other things to: (1) Define serving
and portion size on the basis of the
amount of food customarily consumed
per eating occasion, (2) establish
reference amounts (reference amounts
custemarily consumed) per eating
occasion for 131 food product
categories, and (3) provide criteria for
determining labeled serving sizes from
reference anrounts. In § 101.12(g), FDA
proposed that if the serving size
declared on the product label differs
from the reference amount listed in
proposed § 101.12(b), then both the
reference amount and the serving size
declared on the product label are to be
used in determining whether the
product meets the criteria for a nutrient
content claim.

The agency also discussed this
requirement in the general principles
proposal {56 FR 60421 at 60430), stating
that it believed it would be misleading
to make a claim on a product that met
the criteria for a claim on a reference
smount basis but that did not qualify for
the claim on the basis of the labeled
serving size, i.e., the entire container.
The agency noted, however, that this
approach created situations in which a
product in one size container would be
eligible to bear a claim, while the same
product in a different size container
would not be eligible. In the serving size
proposal (56 FR 60394 at 60413), FDA
discussed another approach to
eligibility for a claim based solely on the
reference amount plus a disclaimer on
the label and solicited comments on
both options.

36. Most comments addressing this
issue, including several industry
comments, supported FDA's proposal
for basing claims on both the reference
amount and the labeled serving size.
However, several comments from
industry, trade associations, and a few
professionals objected to requiring both
the reference amount and the labeled
serving size. These comments stated
that claim evaluations should.be based
solely on the reference amount. The
comments argued that claims should
reflect true characteristics of the
product, and that a product that
qualifies for the claim should be able to
bear the claim on all container sizes.
They argued that inconsistency from

ol
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container to container in the useof
claims on the sama in difforent

sized containers would be confusing te
cc"111‘181 - and FDA

ese comments 's
are fully dismssedinthaﬁnal:zon
serving sizes, elsewhere in this issue of
the Federal Regiater. As explained in
that document, the sgency has busn
persuaded to recansider its propasal
and has concluded in that final rule to
base eligibility for a claim solely on the
refarence amount and to require a
disclaimer when the amount of the
nuirient contained in the lebsled
serving size does not meet the
maximum o7 minkmum amount
criterion in the definitien for the.
nutrient content claim: far that nutrient.
The disclaimer that foows the claim
will inform censumers of the basis on
which the product qualifies for the
claim. Tharefore, the-possibility of
misleeding the consumer is reduced.
The agency helieves that this.approach
resolves the objections raised irr the
comments. Further, under this approach
the claim would reflact true
characteristics of the product, not the -
container size, and may be less

confusyz‘ te cansumers.

Accm‘ﬁn@?&ﬁ:ﬁﬂwmmﬁ; FEA is
revising sit of the provisigns for specific
nutrient content claims that, as
proposed, would have required foods
bearing elaims to meet both & per
reference amount eriterion and a per
labeled sexving size criterion. These
sections, as revised, now require that
the food anly mest a per reforence
amount eriterion.

FDA is also codifying the
requirements for the disclaimer irx the
final rule i naw §101.13(p). New
§ 101.13(p)}{1) states:

The reference amount set forth in
§ 101.22¢b) througk (1} shatt be used in
determining whether a product meets the
criteria for & nutrient content claim. Ktho
serving siza declared on the product labsl
differs from the réference amount, and the
amount of the nutrient contained in the-label
serving size does not meet the maximum or
minimum amount criterion in the definition
for the descriptor for that nutrient, the claim
shall be followed by the criteria for the claim
as required by § 101.12(g) (e.g., “very low
sodium, 35 mg or less per 240-mL {5 fi oz)”).

Further, new § 101.13(p)(2) provides
that the criteria for the claim mu&t‘
appear immediately adjacent to the most
prominent claim in easily legible print
or type and in a size na less than that
required by § 101.15(i) for net quantity
of contents except where the size of the
claim is less than twe times the required
size of the net tity of contents
statemeat, in. wm case the disclaimer
statement should be no Jass than one-

half the size of the claim but not smatler
than one-sixteenth.inch. This rmvmun
ensures that the Wmﬂm l:lte}mand
appropriate placement on:

that it?;:omimnmwiu be-consistent
with other required supporting
statements li:.gg.. referral statoments).

b. Criterion based on a designated
- I t 1

In the genaral principles and fat/
cholesterol proposals, FDA Bsmsad in
§§101.60, 101.61, and 101.62 that the.
definition of certain terms {e.g,, “low”
for calories, fat, sodium, and cholestercl
and “very low” for sodium} be based on
the following criteria: (1) The amount of
nutrient per reference amount (reference
amount), (2] the amount of nutrient per
labeled serving size, and.(3) the amount
of nutrient per 106 g of food. The.
weight-based criterion (i.e., per 100-g of
food) required that the maximum
amount of the nutrient allowed per
serving also be the maxintum amount of
the nutrient contained in 100 g ef the
food (e.g., for “low fat,” 3 g or less of
fat pe)rservingmd 3 g or less of fat per
100 gJ.

In the general principles (56
FR 60421 at 60430, FDA stated that
without the weight-based criterion,
“low” claims would be sllewed on
certain: f;ﬁiﬁ&t are demun hii gy ngt;ient
on a wei is yot still qual a
“low” claith because of their small 0
serving size. For example, without the
weight-based criterion; butter and some
margarines could make “low sodium’
claims, although they contain as much
as 900 mg sodium per 100 g of food. In
addition to stating the misleeding nature
of such claims, FDA expressed concern
that nutrient dense foods with small
serving sizes may be consumed
frequently throughout the day and
ultimately make substantial
centributions to the diet despite their
“low” claims. Thus, FDA proposed the
weight-based criterion to prevent
misleading “low” claims on certain
nutrient dense foods. FDA further stated
that such claims may be
counterproductive relative to i
can;sumess about the nutrient quality of
foods.

37. Many comments reguested that
the agency delete the weight-based
criterion from the final rule. The
comments cited various reasons for this
request. One of these comments stated
that the weight-based criterion would
eliminate important foods from the diet
of persons advised hg: medical
personnel 1o “watchk™ & parti
nutrient and suggested that such
persons might not eat particular foods if
such foods were not labeled as “low” in
that nutrient. The cemment maintsined

p ed criteria for “é;h;'cm still be
The agency realizes that some foods

" that do not meet its criteria for “low"

canba;Wh%ﬁvtﬂmmem
it quidelines. agency notes
desiggmett to ullow & consamer to meet

do not meet the:crittia for “low” can
be included in & dist that meets

ems with eertain nutrient desise

oods qualifying for “luw" claims, then
the reference amemt might be adjusted
to solve these :

Asttig tht 1 welsbe e
su t we!
criterion: eould: be deletad becanse
serving sizes will be basext on nm&lzn
customarily consumed. Howsver,
ggenqy mﬂnarmm because
asing eligibili aclaim on serving
size &hnn\mtémam that certadn
foodbs with slxmdif ; sizes that have
a substantial amount o & particalay
nutrient on:a per weight basis couid
make “low” claims. For axampls, the
agsncy conducted an; to:assoss

food composition data of
USDA (Ref. 5) in conjunction with the
reference amm_gg FDA's final ruls
on serving sizes. The analysis showed
thatdwithm & weight-based criterion,
products such as sugar, grated parmesan
bo abeied 4 o e ot coukd
e labeled as “low ie;" ew
whole milk, nondairy cresmar, green
and ripe olives, and wl:'.fpeédnnut
{)oppings ss “low fat;” salted peanuts,
utter, mergarine, mayormaise, ripe
olives and mustard as “low sodiam;”
and grated parmesan cheesas and
mayonnaise a3 “low cholesterol” (Ref,
6). “Low’* claims m&mﬁo&sg
contrary te:recommendstions made in
the “Nutrition and Your Hoglth: Diotary
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Guidelines for Americans,” issuecl
jointly by the U.S. Department of Health
and Human Services and USDA (Ref. 7)
and would mislead and confuse the
consumer.

Furthermore, “low"” claims may
promote increased consumption of such
foods and thus, result in dietary

ractices even more inconsistent with

ietary guidelines, For example, “low
calorie” claims could appear on the
labels of granulated sugar and brown
sugar, although the guidelines state that
sugars and the many foods that contain
them in large amounts should be used
in moderation by most healthy people
and used sparingly by tpeople with low
calorie needs. A *low fat” claim could
be made on evaporated whole milk,
although the guidelines promote the
consumption of skim or low fat milk to
help obtain a diet low in fat. In addition,
“low sodium” claims could be made on
ripe olives, mayonnaise, and mustard,
although the guidelines identify olives,
salad dressing, and condiments such as
mustard as foods that contain
considerable amount of sodium.,
Further, “low sodium’ claims could be
made on some salted snacks, althou,
the guidelines recommend that salted
snacks be consumed s y.
Consumer confidence in the validity of
nutrient content claims would likely be
undermined by “low” claims on foods
that are clearly not “low” in certain
nutrients but could maks a claim
because the established serving size is
so small. For these reasons, FDA has
concluded that the weight-based
criterion should not be eliminated.

Furthermore, the agency rejects the
suggestion made in one comment to
adjust reference amounts (serving size)
to prevent claims on nutrient dense
foods. The agency does not have the
authority to do so. Section
403(q)(1)(A)(i) of the act states that the
serving size is an amount that is
customarily consumed. Therefore, FDA
concludes that a weight-based criterion
is the best way to address the problem
that it has identified.

39. Several comments stated that the
weight-based criterion should be
deleted because: (1) The 100 g amount
is not based on amounts of foods
customarily consumed; (2) consumers
do not make food choices based on 100
g of food; (3) some foods now labseled as
“low sodium” may no longer be
permitted to use that term; and (4) not
all food products with similar amounts
of a nutrient per serving would be
permitted to bear “low” claims.

As discussed in the general principles
proposal (56 FR 60421), the 100-g
criterion is a criterion that reflects
uutrient density. As such, it is not

intended to reflect an amount of food
customarily consumed. FDA finds no
reason to conclude that this criterion
will confuse consumers because it is not
disclosed to the consumer.
Additionally, the agency is not
persuaded that consumers will be
confused if some products currently
using terms such as “low sadium” no
longer qualify because of the additional
criterion. Rather, the agency believes
that consumers expect changes in
claims on products to résult from the
implementation of the 1990
amendments.

Further, FDA does not believe that
consumers will be confused if all food
products with similar amounts of

QLIS i3 222222281 QLIRS

nutrients per serving did not bear “low”
claims becduse consumers will likely
recognize certain foods as being nutrient
dense and others as not being nutrient
dense, On the contrary, consumer
confusion is likely to result if “low”
claims appear on foods that are
generally known to contain considerable
amounts of the subject nutrient on a
weight basis.

40. Several comments opposed to the
weight-based criterion also disagreed
with the statement in the general
principles proposal {56 FR 60421 at
60431) that some nutrient dense foods
with small serving sizes may be
consumed frequently throughout the
day. These comments said there was no
evidence that these foods are
overconsumed, nor was there evidence
that they are consumed more than food

roducts with larger serving sizes. A

ew of these comments stated that
consumer education efforts could
address any problems with these foods
including their possible
overconsumption,

FDA has reconsidered whether
nutrient dense foods with small serving
sizes will be frequently consumed, and
the importance of this issue in justifying
a weight-based criterion. The agency
acknowledges the difficulty in
providing persuasive evidence that
many nutrient dense products may be
frequently consumed, in part because of
certain limitations in the available food
consumption estimates. However, the
agency believes that “low” claims on
certain nutrient dense foods with small
serving sizes, such as those cited in
comment 38 of this document, may
promote increased consumption of these
foods, and when considered in the
context of the total diet, such
consumption would be inconsistent
with current dietary recommendations.
Therefore, the agency believes that
“low"” claims on these foods will be
misleading to consumers.

Further, it would be inappropriate for
the agency to use consumer education to
promote the acceptance of labeling
claims that it regards as misleading
because such an approach would
undermine the provision of the act that
directs the agency to establish
regulations to prevent false and
misleading label declarations.
Therefore, the agency rejects the
suggestion that it abaridon the weight-
based criterion in favor of efforts to
educate consumers.ahout “low” claims
for nutrient dense foods.

41. Other comments opposed.to the
proposed weight-based criterion
asserted that it will act as a disincentive
to manufacturers to produce healthier
food products if they could not use
cleims such as “low” on the label. One
of these comments said that
manufacturers will have difficulty
reformulating some products to meet the
weight-based criterion, while another
said that the inability to advertise a
healthier product could lead to a
manufacturer's shifting the emphasis
from reducing fat or salt to adding fat or
salt for better taste,

FDA examined the extent to which a
weight-based criterion would be g
e e
produce hier ucts. ency
acknowledges thatg::dov rest;gctive
weight-based criterion would limit the
number of preducts that could be
reformulated to qualify for “low”
claims, Hewever, the aﬁency disagrees
that manufacturers are likely to resort to
adding fat or salt if they are unable to
make “low” claims, because the
manufacturer would still have available
comparative claims such as “less” to
publicize nutritional improvements in
products. Therefore, FDA rejects these
comments,

42. Several comments were opposed
to the weight-based criterion because of
the number and type of food products
that would be pre)c’:‘l,uded from bearing
claims by this criterion. Some of the
food products cited by the comments
included certain dry food products (e.g.,
dry hot cereals and dehydrated soups);
some types of bread, pasta, crackers, and
other cereal grain products; snack
products and cookies; lower fat cheeses
and other dairy products; lower fat salad
dressings; spice blends and seasoning
blends; and sauces, margarine, butter,
and oils. One comment said that it
would make it almost impossible for
products whose reference amount was
less than 100 g to qualify for certain
nutrient content claims, while other
comments said that the criterion
discriminates against food with small
serving sizes and nutrient-dense foods.
Other comments said that this criterion
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diminished the distinction between the
terms “low"” and “free” and was unf%r
to low moisture foods.

FDA considered the comments that
said that the weight-based criterion
should be deleted because of the
number and types of food products that
would be precluded from bearing
claims. The agency disagrees with the
comment that the proposed criterion
would make it almost impossible for
products with a reference amount of less
than 100 g to qualify for certain content
claims. Many products with reference
amounts under 100 g would qualify for
“low" claims under FDA’s proposed
criterion (e.g., many vegetable products,
dried fruit, legumes, some gravies and
sauces, some fish products, several
cereal grain and pasta products,and a
number of breakfast cereals could make
“low fat” claims) (Ref. 8).

FDA also considered the comments
that said that the proposed weight-based
criterion discriminates against foods
with small serving sizes and nutrient
dense foods, but concluded that a
weight-based criterion is needed to
prevent nutrient dense feods with small
serving sizes from making misleacling
claims. Further, the agency disagroes
that the revised weight-based criterion
would diminish the distinction between
“low” and “free” claims. The agency
has provided clearly distinctive
definitions for these two nutrient
content claims,

43. At least two comments suggested
alternative criteria that would
incorporate the frequency of
consumption of a food. One comment
suggested that nutrient dense foods with
small serving sizes should be prevented
from making “low” claims only if they
are consumed many times during the
day. Another comment proposed that
foods be required to meet the criteria for
“low” claims based both on levels per
reference amount and per total daily
intake (i.e., reference amount times
average number of servings per
consumer per day). The daily number of
servings would be derived from national
food consumption surveys. This
comment acknowledged that a major
disadvantage to this approach would be
the complexity of determining the
figures.

The agency agrees that an approach
that considers frequency of
consumption would be complex. FDA
rejects this approach principally
because it does not adequately address
the agency’s concerns with regard to
nutrient dense foods with small serving
sizes. The agency believes that the
suggested approach would not
effectively control misleading claims on
nutrient dense foods with small serving

‘ L
sizes because it does not provide any
means of dealing with the likely effect
of the appearance of the claim on the
food. In other words, it would make
little sense for the agency to allow a
claim based on current consumption
levels, but then to move to withdraw the
authorization for the claim as soon as
new consumption information appears
showing that there is increased
consumption of the food in response to
the claim, and that consumption is
inconsistent with dietary guidelines. A
weight-based criterion will ensure that
increased consumption of the food will
still be consistent with dietary
guidelines.

44, One comment suggested, as an
alternative to the weight-based criterion,
that food products that may have
significantly different serving sizes
because of different uses be required to
meet the “low" level based on all of the
respective reference amounts. The
comment stated that one-third of all
nondairy creamers are consumed with
cereal in place of milk, and thus the
reference amount used as a basis for
claims should reflect this use. This
comment also suggested as an
alternative to the weight-based criterion
that food products that have small
serving sizes be required to meet a lower
nutrient level per serving to make a
claim. For example, for foods with a one
ounce reference amount or less, fat
content could not exceed 2 g per
reference amount.

The agency rejects these suggestions
because the first has only limited
application, and the second is not an
effective alternative in preventing
misleading claims. With regard to the
first suggestion, most nutrient dense
foods with small serving sizes {e.g.,
butter) would be subject to only one
reference amount. The second suggested
alternative would not prevent “low fat”
claims on foods such as grated
parmesan cheese and whipped dessert
toppings (Ref. 9), and, as discussed in
comment 38 of this document, such
claims would be misleading. |

45. Some comments suggested
applying a weight-based criterion only
to foods with small serving sizes. One
comment suggested that the agency
develop a provision to cover foods that
weigh 40 g or less per serving and
contain more than 5 calories per g.
Another comment suggested that the
proposed weight-based criterion only be
applied to foods with reference amounts
15 g or less or 2 tablespoons or less and
that are consumed frequently
throughout the day. Other comments
suggested that certain nutrient content
claims be prohibited on specific
categories of foods with very small

serving sizes or prohibited on foods
with less than a minimum serving size
that contained more than a certain
amount of fat on a weight basis. Onse
comment suggested that a minimal
serving size for specific nutrient content
claims be established such as one
tablespoon.

The agency has carefully considered
the suggestions raised in the comments
that a weight-based criterion apply only
to foods with small serving sizes.
Because the intent of the agency is to
prevent misleading claims on nutrient
dense foods that have small serving
sizes, the agency has concluded that
narrowing the scope of the provision
such that it only applies to foods with
small serving sizes adequately addresses
its concern of misleading claims on
nutrient dense foods with small
servings. Moreover, the agency has
concluded that with appropriate
provisibns applicable only to foods with
small serving sizes, misleading claims
on nutrient dense foods can be

- prevented. However, the alternatives

suggested in the comments were not the
most effective options in preventing.
such claims. For example, with the first
alternative suggested by the comments,
green olives with about 13 g of fat per
100 g could qualify as “low fat” and 25
percent fat cream with about 240
calories per 100 g as ‘‘low calorie” {Ref.
10). With the second suggested
alternative, salted peanuts with about
430 mg sodium per 100 g could qualify
as “low sodium” (Ref. 10). -

The agency considered, however, that
if the second suggested alternative was
modified to apply to foods with
reference amounts of 30 g or less or 2
tablespoon or less, and the concept of
frequency of consumption was deleted,
then the proposed weight-based
criterion applied to such foods would
prevent inappropriate claims (Ref. 6). In
addition, this criterion would permit
more foods that are promoted in dietary
guidelines to make “low"” claims than
FDA'’s proposed criterion. For example,
breads and pastas that qualified on a per
serving basis could make “low" claims.
Accordingly, in the final rule, the
agency is including a weight-based
criterion for “low” claims only for those
foods that have reference amounts of 30
g or less or 2 tablespoons or less. As
discussed below, in comment 48 of this
document, the agency is also persuaded
to adopt a less restrictive weight-based
criterion.

46. At least two comments suggested

* as an alternative that foods with small

serving sizes be required to have a

qualifyingsstatement such as “low fat
per one tablespoon” or “low fat when
consumed in a 1-ounce serving.” One
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comment suggested that this qualifying  servings of food being consumed in a 50 g. One of these comments further
statement only be required for foods that  day. The comment stated that this stated that the use of the pro
exceeded FDA's proposed per 100-g ca%ric level would be tied to average levels per 30 g would be meore closely

criterion. These commaents said that the
disclosure would alert people to the

ossibility that the product would no

onger be “low fat" ifa lugu serving
were consumed and would educate
consumers who did not know that
nutrient content claims are dependent
on serving sizes.

This alternative would permit claims
on all feods the per serving
criterion and would provide additional
clarification of the claim to the
consumer. However, the agency is not

ersuaded to adapt this aiternative

ecauss the beliaves that aven
with the edditional disclosure, such
claims may confuse the consumer if the
food product contains censidershle
amounts of the nutrient on a weight
basis.

47. A few comments 88 an
alternative that all food products that
meet the per.serving criterion for a
claim also be required to meet a caloric
density criterion. Reasons cited in
support of a calaric density criterion
were that it would prevent autrient
dense foods with small sarving sizes
from i ng claims, would
allow products of y differing
serving sizes and calorie levels to bs

assessed fairly, and would eliminste
inequities of the  $00-g
criterion that favored hydrated

products. One comment recommended
that “low fat” foods not contain more
than 15 g of fat per 100 g on a dry
weight basis, which is equivalent to
about 30 percent of calories from fat.
Another comment recommended that
insteed of & weight-based criterion, a
criterion of less than 45 t of
calories from fat should be applied to
the “low fat” definition.

Disadvantages to a caloric density
approach were also cited in comments,
They included the potential for: (1)
Manufacturer misuse such as increasing
the fat/calorie content of a product to
obtain a lower level of a i
nutrient {e.g., a lower sodium or
cholesterol level) on a per calorie basis,
and (2) manufacturer disincentive to
produce “lower calorie” foods becauss,
with the caloric density approach, the
levels of problem nutrients would be
higher com to thie higher calorie
version of the prodoct.

Other comments thata
weight-based criterion be based on
nutrient levels per 160 calories or
nutrient levels per 117.5 calories. The
l;tter ulg: level was derived by

ividing the sgency's propased
reference daily caloric inteke of 2,350
calories by the sgency’s estimate of 20

daily consumption, whereas 100 g has
no relation to daily food consumption.

The agency has ;:onsaldored tbal
appropriateness of applying a caloric
density criterion for “Yow" claims for
fat, cholesterol, and sedium. The-agency
of spproack fora waight pased crtanion.
of a r a weight- criterion
for spatumted fat in order to provide
“low” claims for saturated fat on certain
fats and cils (e.g., canola oil) bacause all
fats and oils would exceed a waight-
based criterion based on 100 g.

o the salosi denaity approach wodld
that loric
permit misleading “low” claims for
cholesterol and sodium. For sxampls, if
the criterion was that a food could have
no-more than proposed nutrient levels
per 117.5 calorias, then butter with
about 880 mg of sodium per 100 g could
qualify for a “low sodium" cleim and
grated panmesan cheese with about 80
mg of cholesterol per 100 g fora "low
cholesterel” claim (Ref. 11), The agency
also agrees with commants that the

caloric density approach could
encourage the development of k:gha r
fat, higher calorie products in order to .
make “low sodinm” and “low
cholesterol” claims. Thus, this approach
would be inconsistent with national
dietary goals of lowering fat intake
(Refs. 4, 7, and 12).
The agency also considered whether

this type of criterion might be applied
to fat but not to sodium and cholesterol.
However, if a criterion such es less then
30 percent celories from fat were used,
then low calarie, high moisture
prodm such as mdy-tmi
gazpacho soup may not ify fora
“low fat” cln?n {Ref. 11), even though
a serving of a cup might contain only 2
g of fat and be consistent with foods -
promoted in dietary guidelines. In
addition, the agency does not believe
that there is a sufficient besis to justify
a higher level such as no more than 45

ercent calories from fat, as suggested

y one of the comments. Furthermaore,
national goals that target nutrient intake
as a percéntage of calories focus on the

tatal diet, not W of
calé:riat)sinin ivi ftgdsmefa.ﬁr.
and 12). Accordingly, the agancy rejects
a criterion based on caloric density for
claims for nutrients other than saturated
fat.

48. Several comments suggested as an
alternative that FDA use a less
restrictive weight-based criterion.
Variants of this elternative were to use:
(1)’1&0&(%“@# o) levels
per 100 g, sis per 30
{one ounce}, or {3) proposed levels per

" amounts than

tied to reference amounts and weuld
allow truthful nutrient claims on the
majority of foods, while preventing
claims on nutrient dense foods with
small serving sizes. This comment cited
as a disady however, that this
approach would still be arbitrery and
not related to how consumers actually
eat foods.

Another comment supported the use
of p levels per 50 g because it
would allow more grain products ta
qualify as “low fat.” In addition, the .
comment stated that a fex;ns‘(g criterion
would prevent highaer lat ars and
cookies and ether high fat foods with
small serving sizes from making “low
fat” claims. This comment stated
that the per 50-g criterion wauld allow
more products to qualify for “low -
sodium” and “low cholesterol’ claims
and would result in more flexilslity for
manufacturers and more choices for
consumers.

FDA considered the options presented
in the comments for a lass restrictive
weight-based criterion. Upon
reconsideration, the agency
acknowladges that the Jevel it proposed,
per 180 g, is too restrictive, While the
proposed criterion would have
prevented “low" clains on certain
nutrient dense foods, it alse would have
prevented some breads and other cereal
grain products for which increased
consumption is recommended in
national dietary guidence from
qualifying for “low” claims (Ref. 7).
FDA has thus rejected mgintaining the

ight-based criterion ‘?hat 90

agency disagrees that a nisin

reasan for selecting a weight-hased
criterion should be the relati of
per 100 g, per 50 g, or per 30 g to
amounts o?znds consumers actually
eat. The criterion serves enly as a
measure of nutrient density, The
reference amount reflects what
consumers actually eat. However, FDA
notes that a criterion based on proposed
levels per 50 g or per 30 g‘wouﬁi be
more compatible with consumption
100 g for individual
foods, although 50 g or 30 g amounts
would still be substantially greater than
the reference smounts for some food
products such as minor condiments.

While the sgency acknowledges that
the proposed critérion of 100 g is too
restrictive, FDA is concerned that the
alternetive suggestions of applying the
{)mpoeed disqualifying levels per 160 g

e.g., 11.5 g per 190 g for fat) or

posed levels per 30 g {e.g., 3 g per
g?gmm.wngam 10 g per 100

8) could «til] result in misleading claims
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even if the weight-based criterion is
applied only to foods that have
mfgrence amounts of 30 g or less or 2
tablespoons or less. For example, with
either of thess criteria, evaporated
whole milk and hquid nondai
creamers could still make “low fat”
claims, and regular cream cheese could
still make a “low sodium” claim {Ref.
6). In addition, the use of the per 30-g
criterion when applied to foods with
these reference amounts (i.e., 30 g or
less or 2 tablespoons or less) could
result in misleading “low calorie”
claims on products such as half-and-
half, olives, and maraschino cherries.
Accordingly, FDA has not adopted these
alternatives. -

The agency also considered the
alternative suggested in the comment of
using proposed levels per 50 g. If & 50-

g criterion was applied only to foods
that have reference amounts of 30 g or
less or 2 tablespoons or less, then all of
the products cited above as
inappropriate for “low"” claims would
be prevented from making misleading
“low” claims (Ref. 6). In addition,
compared with FDA’s proposed per 100-
g criterion, the per 50-g criterion would
permit more foods for which increased
consumption is recommended in
current dietary guidelines to make
“low"” claims. For example, more
breakfast cereals and snacks such as
pretzels and air popped popcorn could
make “low fat” claims.

The agency concludes that the use of
a per 50-g criterion when applied to
foods with reference amounts of 30 g or
less or 2 tablespoons or less minimizes
confusing or misleading claims while
maximizing appropriate “low” claims
consistent with dietary guidance.
Accordingly, the agency is revising
relevant paragraphs of new §§ 101.60,
101.61, and 101.62 to provide for a
weight-based criterion for these foods be
based on nutrient levels per 50 g of food
for “low” claims, The agency is also
revising new § 101.61(b)(2) to require
that the per 50-g criterion apply to *‘very
low sodium” claims.

49. One comment stated that a weight-
based density criterion would be unduly
restrictive to dry products such as
dehydrated soups and dry hot cereals
that require water to be added and that
would qualify based on an “as
prepared” form but not on the “as
purchased” form, This comment
suggested that a criterion based on the
hydrated product would be more
equitable for foods that must have water
added to them before typical
consumption.

The agency points out that the weight-
based criterion in the final rule does not
apply to dehydrated soups or dry hot

cereals because their reference amounts
exceed the specified reference amounts
to which the weight-based criterion
applies. However, the agency agrees
with the comment that the weight-based
criterion should be applicable to the “as
prepared’’ form when the product
purchased is dehydrated, because the
reference amount of the product, as well
as any accompanying nutritional
information, is based on the hydrated
form of the food. Thus, the agency
concludes that it would be inconsistent
to require that a weight-based criterion
be based on the dehydrated form when
all other accompanying information is
based on the “as prepared” or hydrated
form. Thus, the agency supports this
recommendation for its limited
application ta dehydrated products with
reference amounts of 30 g or less or 2
tablespoons or less. Accordingly, FDA is
also revising the above cited sactions by
inserting *For dehydrated foods that are
typically consumed when rehydrated
with only water, the per 50-g criterion
refers to the as prepared form,” to allow
products that must have water added to
them before typical consumption to
make a claim if the “as prepared”
hydrated form meets the per 50-g
criterion,

2. Need for consistency of terms and
limited number of terms

As discussed in the general principles
proposal (56 FR 60431), the agency’s
approach to developing a system of
nutrient content claims emphasizes
three objectives: (1) Consistency among
definitions, (2) claims that are in
keeping with public health goals, and
(3) claims that can be used by
consumers to maintain healthy dietary
practices.

The agency also noted that it has
followed an approach that will limit the
number of defined terms. This approach
is consistent with that advocateé) in the
Report of the “Fourth Workshop on
Nutritional Quality and Labeling in
Food Standards and Guidglines,”
Committee on the Nutritional Aspects of
Food Standards, International Union of
Nutritional Sciences (TUNS) (Ref. 13),
which states that caution should be
exercised to constrain the number of
descriptors that are considered
desirable. The ITUNS Committee
guestioned the wisdom of more detailed

escriptors because of the difficulties of
consumer understanding of a plethora of
such terms.

Alternatively, the agency noted that
some have argued that establishing
flexible provisions for the use of terms
will facilitate consumer understanding
by better attracting attention to the
message being delivered about the food.

In addition, the agency noted that some
have suggested that defining more terms
or providing greater flexibility for the
use of various terms to convey
nutritional information encourages
competition among products and fosters
nutritional improvement in products.
The agency specifically requested
comments on how it can balance the
goals of consumer understanding and
competition (56 FR 60421 at 60431).

50. Some comments did not agree
with the objective of maintaining
consistency among the definitions. One
comment stated that consumers will not
be confused by the use of nonconsistent
terms. One comment stated that because
the proposed definitions for absolute
nutrient content claims such as “low”
and “high” are based on uniform
standards that apply across all food
groups, many foods that can help
consumers improve their diets will not
meet the standards in these definitions,

It is important for effective consumer
education to establish consistent
definitions for descriptive terms
whenever possible to limit the
possibility of consumer confusion.
Thus, FDA has not made changes in its
regulations in response to these
comments. However, should a situation
arise in which a flexible approach to
defining & term would promote public
health goals or assist consumers in
maintaining healthy dietary practices,
the agency will consider adopting such
an approach. In implementing the
provisions of the act on nutrient content
claims (e.g., through the petition
process), the agency intends not to
inhibit useful and informative
competition in the marketplace, so long
as it is still consistent with the three
objectives stated above. i

3. Synonyms

Section 3(b){(1)(A)(ix) of the 1990
amendments provides that regulations
for nutrient content claims may also
include similar terms that are
commonly understood to have the same
meaning.

To implement these provisions, the
agency requested in the general
principles proposal (56 FR 60421 at
60431) comments on a list of synonyms
suggested by the Grocery Manufacturers
of America (GMA), for the terms “no,”
*“very low,” “low,” “significant,”
*high,” and “very high.” The agency
also requested comments on a report by
the Institute of Medicine (IOM) of the-
National Academy of Sciences (NAS’),
entitled, 'Nutrition Labeling Issues and
Directions for the 1990's” (the IOM
report) (Ref. 14) addressing concerns
that a proliferation of synonyms.on food
labels will be confusing to consumers
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who may beliave that there are
differences among the terms, Further,
the agency requested comments on the
use of synonyms for the nutrient content
claims “free,” “low,” “high,” and

Section 403 (r}(ﬁ{A‘Jﬁiﬂnosi the ﬂﬁ

ants to an on the right to petition
ge Sem'etarg?::% FDA, by delegation)
for permission to use terms in a nutrient
content claim that are consistent {i.e.,
synonymous) with terms defined in
regulations issued under section
403(r)(2)(A)4).

51. Several comments stated that it is
important to limit the number of
synonyms, while some comments
advocated ﬂrxﬁta FDA ban the use of ;g

onyms. comments argued 1
gg lggl:amandmenbs da net require
synonymns, that the use of synonyms
does not contribute to improved public
health, and that synenyms are used by
companies anly to gain a competitive

edge.

ggme comments ested that ell
synonyms put farwmy GMA should
be accepted. The comments generally
contended that synenyms are necessary
to allow manufacturers grester
" flexibility; that there are many truthful
and informative synonyais for the hasic
descriptors FDA is defining; that all
terms will carry some defined meaning;
that use of multiple synonyms will
encourage competition among products;
and that as long as there is a single
definition for a term and its synonyms,
consumers will not be confused.

A few comments stated that FDA
should permit undefined synonyms to
be used in conjunction with either a
consistent defined claim or & disclosure
statemnent explaining the intended
meaning. The comments argued that
this approach would increase consumer
understanding and confidence, without
discoursging manufacturers’ flaxibility.

Anather comment stated that gd
qualitative research is needed to assess
consumer understanding of descriptors
before the publication of final
regulations, and if such testing is not
possible, definitions and synonyms
should be tentative for 2 years and then
reassessed.

FDA notes that many comments
advocated either an extremely open or
extremely restrictive approach to
synonyms. Howsever, FDA hes not taken
either of these pusitions. Because a goal
of the 1990 amendments is to make
nutrition infermation on the label or
labeling of foods available in a form that
consumers can use to follow dietary
guidelines (H. Rept. 101538, supra, 10),
and the act envisions that synonyms for

defined terms can be an appropriate
means to communicate sm:ﬁm

information, the agency giell nwal::éo
anyms according to the stan in
fhy:l 1990 amendments, i.e., that the term
is commonly understood to have the
same meaning as a defined term. In
doing so, FDA intends to be apen to
considering terns that meet this
standard. However, FDA does m
intend to permit any synonym it
believes would be unclear in meaning to
consumers with respect to
characterizing the level of a nutrient in
a food. For instence, FDA does not
consider the term “smidgen” to be
commonly understood to mean “very
low” in describing the level of a
nutrient. Similarly, FDA does not
consider the term ““loaded” to be
commonly understood to mean “high.”
FDA disagrees with the comments

that suooestad that tha tarms and

= SSoD SRAN VWA LRAD QUL

synonyms being esteblished in this final
rule should be permitted on a tentative
basis for 2 years. FDA has sought to
select terms and synonyms that are
familiar to consumers. The'
standardization of these terms by
regulation and the availability of :
nutrition labeling in conjunction with
the claims, coupled with consumer
education, will promote consumer
understanding of their meaning. Thus,
FDA believes that consumers will be
able to use the terms and synonyms that
it is defining to make informed di
choices. Further, through petitions and
rulemaking, FDA can ge, add, or
delete synonyms as new terms come to
have established meanings ar problems
with defined terms become epparent.

FDA also disagrees with the
suggestion that it permit undsfined
synonyms ta be used in conjunction
with either a consistent defined claim or
a disclosure statement explaining its
intended meaning, becauss ths act
requires that terms (including
synonyms) used to characterize the level
of a nutrient in a food be either defined
by the agency or approved by the agency
in response to a petition. There is no
provision in the act that allows for the
use of undefined synonyms in the
absence of action by the .

In this document, FDA has considered
various synonyms that have been
suggssted in the comments. The issues
considered by the agency and its
conclusions regarding specific
synanymous terms are discussed in
detail in the relevant sections of this
document.

B. Terms Describing the Level of a
Nutrient
1. Free

In the general principles and the fat/
cholesterol propcsals (56 FR 80421 and

60478), FDA proposad to define the
term “free” for total fat, cholesterol,
sodium, sugars, and calories. FDA also
proposed to define the terms “no,”
“‘zero,"” “trivial source of,” “negligible
source of,” and "dietarily insignificant
source of’ as synonyms for the term
“free.” The agency specificall
requested comments on whether
consumers commonly understand the
meaning of all these terms to be, and
whether the terms are in fact,
synonymous,

In arriving at the proposed definition
for “free” for each nutrient, the agency
chose the level of the nutrient that is at
or near the reliable limit of detection fo
the nutrient in food and that ts
dietetically trivial or phystologically
inconsequential. The agency noted,
however, that some manufacturers may
add very small amounts of certain
nutrients to aid in the manufacturing
process for some products, FDA
proposed not to allow use of the term
“free” on such products, even f the
products met the guantitative criteria for
use of the term. However, the a;
requested comments on whether “free”
claims should be allowed on these
products if they provide an riate
disclosure statement and aiso on what
such a disclosure statement shonld be.

FDA also pro that “free” claims
used on foogs at are free of
a nutrient must refer to all foods of that
type and not merely to the particular
brand to which the labeling is attached,
The agency requested comments on this
provision.

a. Synonyms. A number of comments
addressed synonyms propesed by FDA
for “free” in the general principles and
the fat/cholesterol proposals (56 FR
60421 and 60478). Many of these
comments supported the use of
synonyms for “free.” Several comments
agreed specifically with one or more of
FDA'’s proposed synonyms for “free”
such as “no” or “zero.” One comment
provided data showing that “free” and
“no” are synonymous terms, Another
camment provided data that “free” and
“without” are synonymous terms.

52. At least one comment {a Ph.D.
thesis) requested that the term
“without” be a synonym for “free.” The
comment presented data in support of
its request. This investigation (Ref. 15)
was conducted at the University of
South Dakota using 192 undergraduate
students. The students’ perceived
notions of the amount of calories, fat,
and cholesterol relative to 12 nutrient
content claims terms were examined.
The results demonstrated statistically
that the participants perceived that
“without” and “'free”’ have the samse
meaning.
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FDA agrees with this comment. The
data presented, along with FDA's
previous approval of the claim “without
added salt,” persuade the agency that
““without’ should be a synonym for
‘free’.” Accordingly, the agency is
revising new § 101.60(b)(1} on calories,
new § 101.60(c)(1) on sugar, new
§101.61(b)(1) on sodium, new
§101.62(b)(1) on fat, new § 101.62(c)(1)
on saturated fat, and new § 101.62(d)(1)
on cholesterol, to allow “without” to be
a synonym for “free.”

53, One comment maintained that
manufacturers are likely to abuse the
terms “free” and “‘no.”

FDA believes that most manufacturers
will comply with the requirements of
these regulations. However,
manufacturers who violate the
requirements for these definitions will
be dealt with by appropriate regulatory
action.

54. One comment suggested that
“free" be used where there is an absence
of a nutrient, and that a phrase such as
‘‘very small amount of’ be used where
the food contains very small amounts of
a nutrient, even if the amount of the
nutrient present is physiologically
insignificant.

FDA rejects this suggestion. As
discussed in the general principles
proposal (56 FR 60421 at 60432}, FDA
believes that it is appropriate to apply
the term “‘free” to a nutrient when a
food contains that nutrient in a
dietetically trivial or physiologically
inconsequéntial amount, even though
the nutrient is present at a level at or
near its reliable limit of quantitation.
With modern analytical methods, the
level at which the presence of a nutrient
may be quantified is becoming
increasingly smaller. For example, there
are almost no foods that can be said to
be truly sodium free, yet the level of
sodium present in some foods has no
impact on the diet, Furthermore, the
additional term would likely cause
consumer confusion becausa it is
ambiguous and would not be clearly
distinguishable from “free” in a
meaningful way,

55. One comment stated its support
for the use of the word “none.” Another
comment suggested that “none” be used
instead of “free” but gave no reason for
this suggestion.

The comment did not provide
sufficient supporting information to
persuade the agency that consumers
commonly understand “none’’ to have
the same meaning as “free.” Therefore,
FDA is not providing for the uss of
“pone’’ as a synonym for “free” st this
time. However the agency advises that
interested persons may submit a

‘that the *

synonym petition for the use of this
term as prescribed in new § 101.69.

56. Several comments supported the
synonyms for "'free” that contain
*“source of* language (i.e., “trivial
sourcs of,” “negligible source of,”
“dietarily insignificant source of’). One
comment stated that the de minimis
nutrient threshold levels encompassed
by such phrases are of no public health
concern. Several comments disliked
these proposed synonyms. Some of
these comments asserted that these
phrases could be confusing or '
misleading to consumers. One comment
pointed out that the inclusion of the
word “source” in some of the synonyms
for “free” could confuse consumers
because the agency had given another
meaning to this word in the general

rinciples pro 1.
P In t}?is ﬁxl:al I:uols; as explained later in
this document, FDA is changing the
descriptive term “'source” to “‘good
source’ ta clarify its meaning and
relative position in the hierarchy of
descriptive terms. As a result, FDA does
not believe that the use of the words
“ source of”’ in some
synonyms for “free" will be confusing
ta consumers. Therefore, FDA is
maintaining the position that it took in
the general principles proposal (56 FR
60421 at 60434) that the terms “trivial
source of,” “‘negligible source of,” and
“dietarily insignificant sourca of”’ are
suitable synonyms for “free,” provided
that they are used on the labels or in
labeling of foods in accordance with the
agency's definition.

57. Another comment stated that,
unlike “no” and *“zero,” which are
absolute terms, the terms containing the
language * source of”’ could
be misinterpreted.

FDA acknowledges that “free,” “no,”
and “zero’ are absolute terms that are
synonymous to one another in their
meaning. However, FDA also believes
source of”’ terms
that it has listed as synonyms of “free"”
are appropriate for use on the food label
and consistent with the agency’s
definition for “free” because they
express that the nutrient is present at or
near the reliable limit of detection and
thus at a distetically trivial or
physiologically inconsequential level.
Therefore, FDA concludes that no
change is warranted in response to this
comment,

58. One comment objected to the use
of the phrases *‘trivial source of,”
“negligible source of,” and *“dietarily
insignificant source of”’ as synonyms for
“free” because such phrases equate the
presence of trivial amounts of a nutrient
with the absence of a nutrient. The
comment asserted that people can

experience life-threatening reactions to
“trivial’” amounts of substances.

FDA does not agree that these phrases
are inappropriate as synonyms for the
“free’ nutrient content claims that are
being defined in this final rule, As
explained above, FDA defined ths term
“free” based on a dietarily insignificant
amount of the nutrient in question, and
these terms are consistent with that
definition.

Further, FDA advises that the nutrient
content claims that it is defining in this
final rule provide consumers with
information about nutrients in a food,
and not about substances in foods that
consumers may need to avoid because
of allergies or intolerances. A consumer
should read the ingredient list on the
food label to determine whether a food
contains a substance he or she needs to
avoid.

59. Several comments suggested that
FDA include the terms “not any," “not
a bit,” “not a trace,” “never a bit,”
“never a trace,” “negligible,” “dietary
isignificance,” “trivial amount of,” and
“meaningless” as synonyms for *free.”

These comments did not provide
sufficient supporting information to
persuade the agency that consumers
commanly ungerstand the terms “not
any,” “notabit,” “not a trace,” ‘“never
a bit,” “‘never a trace,” “negligible,”
“dietary insignificance,” “trivial
amount of,” and “‘meaningless” to have
the same meaning as "'free.” Therefare,
FDA is not providing for the use of any
of these terms as synonyms for *free” at
this time. However the agency advises
that interested persons may submit a
synonym petition for the use of any of
these terms as prescribed in new
§ 101.69 of this final rule.

60. Some comments suggested that
variations in spelling be allowed for
descriptors and their synonyms.

Although FDA has not specifically
provided for variations in the spelling of
various descriptive terms or their
synonyms, except for “light” (“lite"”),
the agency believes that reasonable
variations in the spelling of these terms
would be acceptable, provided that
these variations are not misleading to
consumers. However, should the agency
encounter terms that use questionable
variations in spelling, it will avaluate
these variations on a case-by-case hasis
to determine whether they comply with
section 403(a) and (r} of the act.

b. Statutory limitations on
circumstances in which an absence
(“free”’) claim may be made. The 1990
amendments describe the circumstances
in which claims that state the absence
of a nutrient may be made on a food.
Section 403(r}(2)(A)(ii)(I) and
(r)(2)(A)(ii)(11) of the act, respectively,
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provide that a claim may not state the
absence of a nutrient unless: (1) The
nutrient is usually present in the food
or in a food which substitutes for the
food es defined by the Secretary (and
FDA, by delegation), or (2) the Secretary
by regulation permits such a statement
on the basis of a finding that such a
statement would assist consumers in
maintaining healthy dietary practices,
and the statement discloses that the
nutrignt is not usually present in food.

i. Substitute foods. In the general
principles proposal (56 FR 60421 at
60432}, FDA proposed to define when
one food may be considered to
substitute for another to eliminate any
confusion that may arise over this issus.
In § 101.13(d), FDA proposed that a
substitute food is one that is used
interchangeably with another food that
it resembles in its physical,
organoleptic, and functional
characteristics, and that it is not
nutritionally inferior to that food unless
it is labeled as an “imitation.” The
agency also proposed in § 101.13{d){1)
that a food that does not possess the
same characteristics as the food for
which it substitutes must declare the
difference on its label or in its labeling,
adjacent to the most prominent claim.
FDA also proposed in § 101.13{d)(2) that
any declaration (i.e., disclaimer} made
regarding the different characteristics of
the substitute food should be in easily
legible print or typs, no less than one-
half the size of the descriptive term.

The agency also stated in the proposal
that it believes that identifying imitation
foods that meet nutrient content claim
definitions may provide a benefit to the
consumer, even though they are
nutritionally inferior. Therefore, FDA
tentatively concluded that such foods
should be allowed to bear nutrient
content claims, as long as they are
appropriately labeled.

61. A few comments agreed with
FDA's proposed definition for substitute
foods. Some of the supporting
comments stated that regulations
governing the use of substitute foods are
necessary to avoid misleading
consumers who are not aware of the
dissimilarities between an original food
and a food that serves as a substitute
food. However, one comment stated that
the agency lacks the legal basis to
prescribe the use of disclosure
statements on substitute foods as
extensive as that proposed by the
agency. This comment suggested that a
disclaimer statement should not be
required on substitute foods, and that
the required statement is excessive and
will result in a label that is confusing to
consumers.

The agency disegrees with thy
comment that FDA has no legal basis to
require disclaimer statements on
substitute foods. As the agency stated in
the proposal (56 FR 60421 at 60432),
section 201(n) of the act provides that
food labeling is misleading, and thus the
food is misbranded under section 403(a)
of the act, if it fails to disclose facts
material to the consequences of the use
of the food. For example, if a food has
different performance characteristics
than the food for which it substitutes,
this fact must be disclosed in
conjunction with the claim that draws a
connection between the two foods.
Under sections 201{n), 403(a), and
701(a) of the act, the agency has the
authority to require disclaimer
statements when these statements are
necessary to disclose material facts.

The agency also disagrees with the
contention that disclaimer statements
will confuse consumers. The agency
believes that this information is of value
to consumers because it informs them
about important aspects of the food that
otherwise would not be evident.

62. Some comments addressed
specific aspects of disclaimer
statements. One comment that opposed
the agency's proposed definition for a
substitute food stated that the proposal
is overly broad, and that FDA should
limit the disclosure requirements to
differences that materially limit the uses
of a substitute food when compared to
the food it resembles.

The agency has reconsidered its
proposed requirements for disclaimer
statements, FDA believes that
“differences in performance
characteristics” between a substitute
food and an original food may include
minor differences that consumers would
consider relatively unimportant for that
food (e.g., a different freezing point for
a nonfat thousand island dressing
substitute). The agency believes that
such differences are significant only
when they materially limit the use of
the food compared to the use of the
original food {e.g., “not recommended
for frying”). FDA concludes that when
the differences between the substitute
food and the original food do not limit
the use of the substitute, they need not
be disclosed because they would not be
considered to be material facts that
relate to the consequences of the use of
the food. Therefore, the agency is
revising new'§ 101.13(d)(1) to state, that:

If there is a difference in performance
characteristics that materially limits the use
of the food, the food may still be considered
a substitute if the label includes a disclaimer
adjacent to the most prominent claim as
defined in paragraph (j}(2)(iii) of this section,

v

informing the consumer of such difference
{e.g.. "not recommended for frying”).

Furthermore, to ensure that the
disclaimer is presented with appropriate
prominence, consistent with the
requirements for other required
supplementary information {e.g., referral
statements), the agency is revising new
§101.13(d)(2) to read:

This disclaimer shall be in easily legible
print or type and in a size no less than that
required by § 101.105(i) for the net quantity
of contents statement except where the size
of the claim is less than two times the
required size of the net quantity of contents
statement, in which case the disclaimer
statement shall be no less than one-half the
size of the claim but no smaller than one-
sixteenth inch.

63. A few comments stated that “'shelf
life”’ should be deleted from the
definition because future developments
may result in superior substitute foods
with a longer shelf life.

The agency rejects this comment. The
agency believes that, for two foods to be
considered to be used interchangeably,
they should generally resemble each
other with respect to shelf life.
However, the agency points out that the
definition does not require that the
substitute possess the same shelf life
characteristics as the original food. As
revised, the regulation wouid enly
require disclosure of the shelf life of the
substitute food if that information is a
material fact, as discussed in the
previous comment.

64. One comment requested that FDA
provide clarification in the final rule
that differences in shelf life can be
disclosed through code dates or
freshness guarantee statements,

When shelf life information is
required under the revised provisians, it
would be appropriate to disclose the
information through code dates or
freshness guarantee statements if this
information is presented in a readily
understandable manner, in accord with
the other requirements for disclaimers.

65. One comment suggested that any
differences in performance
characteristics associated with
substitute foods should be located in the
bottom 30 percent of the PDP as
provided for in proposed § 101.67(b).
This comment argued that proposed
§101.13(d){(1) should be revised to
conform to that provision.

FDA rejects this comment. The agency
believes that the disclaimer should be
adjacent to the most prominent claim as
it proposed because of the importance of
the information. Further, the agency
also notes that in the final rule on .he
use of nutrient content claims for butter,
which appears elsewhere in this issue of
the Federal Register, it is revising new
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§101.67 to be consistent with naw
§101.13(d)(1).

66. One comment argued that the
dietary, health, and economic
consequences regarding the use of
substitute foods have not been
addressed. This comment stated that the
nutritional science associated with
substitute foods is insufficient to fully
determine whether they should be
considered equivalent to traditional
foods.

FDA is not authorized under the act
to judge the dietary, health, or economic
consequences of the use of substitute
foods. Under section 403(r)(2)(A) of the
act, foods that substitute for other foods
must satisfy certain requirements if they
are to bear nutrient content claims that
highlight differences between them and
the foods for which they substitute (ses,
e.g., section 403(r){(2}(A)(ii)(I) of the act).
By issuing these labeling provisions for
substitute foods, FDA has not judged
that substitute foods are equivalent to
traditional foods. These provisions are
intended to ensure that material
differences between the use of the
substitute food and the use of the
original food are conspicuously stated
on the label or labeling of the fond, so
that consumers can make fully informed
judgments about their value and their
usefulness in maintaining healthy
dietary practices.

67. A few comments expressed the
view that consumers may not
understand the difference between
substitute foods and imitation foods.
One of these comments suggested that
data should be used to evaluate
consumer perception on the differences
between these terms.

FDA is not aware of any consumer
confusion from the use of the terms
“substitute” and “imitation” on food
labels, nor did these comments provide
any information to show that such
confusion exists, Imitation foods are a
subgroup of substitute foods. Under
§101.13(e), imitation foods are defined
as being nutritionally inferior to the
foods for which they substitute and that
they resemble. FDA believes that the
labeling requirements for substitute, and
imitation foods will enable consumers
to understand the nature of each of
these types of foods. Therefore, FDA is
making no change in response to these
comments. .

i1. Foods inherently free of a nutrient.
In the general principles proposal (56
FR 60421 at 60433), the agency
proposed for calories in
§ 101.60(b)(1)(ii) and sodium in
§101.61(b)(1)(iii) that if a food is
inherently free of the nutrient, without
the benefit of special processing,
alteration, formulation, or reformulation

to lower the content of that nutrient, &
“free” claim on such food must refer to
all foods of that type and not to a
particular brand. In the fat/cholesterol
proposal, the agency proposed a similar
requirement for foods inherently
cholesterol free (proposed
§101.62(d)(1)(i}(D)} and (d){1)(i)(E)) or
fat free (proposed § 101.62(b)(1)(iii)).

FDA propased to establish this
approach as a general requirement for
nutrient content claims for “free” and
claims for “low” in § 101.13(e)(2).
Conversely, the agency provided in
proposed § 101.13(e)(1) that, if a food
has been processed, altered, formulated,
or reformulated to remove the nutrient
from the food, it may eppropriately bear
the terms ““free” or “low” before the
name of the food. FDA specifically
requested comments on the proposed
provision allowing “free” or “low”
claims on foods that do not usually
contain, or are usually low in, a
nutrient,

68. A few comments stated that the
agency should not allow use of the
statement , a (nutrient) free
food,” on processed foods that do not
normally contain the nutrient, These
comments contended that this approach
would eliminate the use of claims where
the only benefit is to the manufacturer.

The agency rejects this comment. The
agency believes, as stated in the
proposal (56 FR 60421 at 60433}, that
highlighting that a food is free of a
nutrient can help consumers to
maintain healthy dietary practices
whether the food is inherently free of
that nutrient or is processed to be that
way. Further, FDA believes that when a
food is inherently free of a nutrient as
a result of how it has been formulated,
the disclosure * , & {nutrient)
free food” is necessary to prevent
“(nutrient) free” claims from being
misleading.

69. One comment argued that FDA
should consider use of the term
“naturally low in fat” instead of
“ , a fat free food.” Another
comment preferred more flexibility in
the wording of nutrient qualifiers (e.g.,
“as always, sodium free” or “naturally
sodium free").

FDA points out that new
§ 101.13{e)(2) does not dictate the
precise wording that manufacturers are
to use to advise consumers that the food
inherently meets the criteria and to
clearly refer to all foods of that type.
Therefore, the agency believes that the
regulation contains sufficient flexibility
with respect to the wording of the
required qualifier. FDA will assess
qualifying statements used on labels to
determine whether the wording used
mesets the requirements of the

regulations and take action on those that
do not. Clearly, all such possible
qualifiers do not meet the regulatory
criteria, For example, FDA believes that
the term “always” as used in the
disclosure statement su§gested by the
comment does not clearly indicate that
all foods of that type are also free of the
nutrient. Thus, it may be interpreted to
mean that only that brand of the food is
free of the nutrient, and, as such, the
claim is misleading,

70. Some comments opposed use of
the statement “a fat free food” on foods
that are inherently fat free. These
comments stated that foods naturally
“fat free” are placed at a disadvantage
as compared to foods that have been
modified to lower their fat level. One
comment suggested that use of the term
“fat free' instead of “‘—————a
fat free food” should be appropriate on
foods that are inherently fat free.

The agency disagrees with these
comments. FDA continues to believe
that when a “fat free'’ claim is made on
foods that are inherently free of that
nutrient, the claim is misleading unless
it is accompanied by a statement that all
foods of that type are inherently fat free.
Thus, the agency is not providing for the
use of “fat free” without the disclaimer
on foods that are inherently fat free.

71, One comment requested
clarification of proposed § 101.13(e)(1).
The comment noted that the language of
that section allows only those foods that
are formulated, reformulated, specially
processed, or altered 1o remave a
nutrient from the product to bear the
claim “free"” or “low" before the name
of the food, without the generic
statement that all foods of that type are
“free” of, or “low” in, that nutrient. The
comment asserted that it is not clear
whether a food that has been formulated
to not include a nutrient that could be
present in the food would be allowed to
bear a claim addressed by proposed
§101.13(e)(1). For example, potato
chips, fried in vegetable oil are free of
cholesterol because the oil is cholesterol
free, while potato chips fried in lard are
not cholesterol free bacause of the
cholesterol introduced by the lerd. The
comment emphasized that such foods
are not “inherently free” of a nutrient
but have instead been formulated so that
the nutrient is not added. The comment
recommended that the agency allow the
terms “free” and “low” to be used on
such products.

agrees that there is a need for
clarification in proposed § 101.13(e}{(1)
to allow for the use of “free” and “low"
claims on foods that are formulated in
such a way that certain nutrients that
may be present in the food are not
added to the product. The agency
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believes that formulating a food in a
way that precludes certain nutrients
from being added to the food is
equivalent to processing a food such
that the nutrient is removed from the
product. Thus FDA has modified new
§101.13(e)(1) to state:

Because the use of a “free” or “low"” claim
before the name of a food implies that the
food differs from other foods of the same :{pe
by virtue of its having a lower amount of the
nutrient, only foods that have been specially
processed, altered, formulated, or
reformulated so as to lower the amount of the
nutrieat in the food, remove the nutrient
from the food, or not include the nutrient in
the food may bear such a claim (e.g., “low
sodium potato chips”).

FDA believes that this amendment will
alleviate any confusion concerning the
appropriate use of ““frea” and “low”
claims.

72. A few comments suggested that
FDA should expand its criteria for
claims regarding the absence of a
nutrient to encompass foods produced
by modern advances in technology, e.g.,
biotechnology, horticulture, or crop
selection.

FDA'’s criteria for nutrient-content
claims apply to all foods. The agency is
not aware of special needs with respact
to foods of the types mentioned in the
comment and cannot conclude at this
time that special provisions in the
regulations are nieeded for these foods.

¢. Specific definitions
i. Sodium free and terms related to salt

73. Several comments objected to the
provision in proposed § 101.61(b){1){ii)
that a food containing added salt
(sodium chloride) or any ingredient that
contains sodium cannot be labeled
“sodium free,” even though it still
contains 5 mg or less of sodium per
serving. One of these comments stated
that ““free” terms should be based solely
on the analytical definition, and that
consumer education programs should be
set up to explain the definitions. Other
comments agreed that the food should
not contain any added sodium chloride
but believed that disallowing
ingredients containing sodium was
unnecessary and overly restrictive, A
trade association for the cracker
industry said that for years “‘sodium
free” crackers have been used at
hospitals for patients on sodium-
restricted diets. Because these crackers
ars made with enriched wheat flour that
naturally contains trivial amounts of
sodium, they could not continue to be
marketed as “sodium free” under the
proposed rule. This comment requested
that proposed § 101.61(b){1)(ii) be
entirely eliminated or modified to allow
a8 “sodium free" claim when a food has

ingredients that contain naturally
occurring sodium.

Alternatively, some comments totally
supported the proposed rule. They
agreed that the listing of salt as an
ingredient of a product bearing a
*sodium free” claim is confusing, and,
therefore, its addition should be
disallowed. Other comments suggested
that the confusion could be eliminated
if the label of such a product explained
that the product contains a trivial
amount of sodium. Most of these
comments preferred that such a
disclosure appear in the ingredient
statement.

The agency has reconsidered the
provision that disallows the addition of
sodium chlotide or ingredients that
contain sodium to foods that bear a
“sodium free” claim and is persuaded
that it is unduly restrictive. The agency
accepts the recommendation that the
proposed provision be eliminated, and
that a disclosure statement be required
to avoid consumer confusion about the
quantity of sodium in the food. The
agency is persuaded that it is the listing
of salt (sodium chloride) or related
substances that are generally understood
by consumers to contain sodium {e.g.,
baking soda or ingredients with sodium
as part of their common or usual name
such as sodium ascorbate) that creates .
the confusion. Accordingly, the agency
is revising new § 101.61(b){1)(ii) to
require that the listing of these
ingredients in the ingredient statement
be followed by an asterisk that refers to
a disclosure statement appearing below
the list of ingredients. The statement is
to read: “adds a trivial amount of
sodium,” *“adds a negligible amount of
sodium,” or “‘adds a dietarily
insignificant amount of sodium.” The
agency concludes that ingredients that
may contain trivial amounts of sodium,
such as enriched flour used in making
crackers, do not contribute to consumer
confusion and, thus, do not need a

" disclosure statement.

74. One comment requested that any
label on which the term “sodium free”
appears be required to include the
disclosure, “‘contains less than 5 mg of
sodium per serving.” This comment
stated this disclosure would alert
consumers to the possible presence of a
dietarily insignificant amount of
sodium, and, thus, an ingredient list
that includes a sodium-containing
compound would no longer be a
potential source of confusion.

The agency disagrees with this
recommendation becauss it believes that
requiring a disclosure with all “*sodium
free” claims is not necessary and would
add to label clutter. In the document on
mandatory nutrition labeling published

elsewhere in this issue of the Federal
Register, FDA is concluding that less
than 5 mg of sodium is a dietarily
insignificant amount and may be
declared as “O” in the nutrition label.
The agency sees no reason totake a
different position with respect to the
nutrient content claim. Disclosing the
quantitative amount of sodium on a
label that bears a “sodium free” claim
and declares “0” sodium in the
nutrition label would only create
consumer confusion. Accordingly, the
agericy is not revising new § 101.61(b)(1)
to require the requested disclosure.

75. A few comments requested that
products not mesting the “sodium free”
definition because they contain 5 mg or
more of naturally occurring sodium
should be allowed to use the claim
“unsalted” (“without added salt,” “no
salt added’’) without having to disclose
“not a sodium free food.” One comment
stated that there is virtually no risk that
a consumer would associate *“unsalted”
as being synonymous with *“‘sodium
free.” Another comment requested that
the term “unsalted” be a synonym for
“salt free” foods. Other comments
disagreed and supported the
requirement for a disclosure.

e term “unsalted” (**without added
salt” or “no salt added”’) on a food that
is not sodium free and that does not
disclose that it is “not a sodium free
food” could mislead consumers, as
explained in the proposed rule (56 FR
60435). The comments presented no
evidence that consumers would not be
confused by this claim without the
disclosure. Therefore, the agency is not
persuaded to change its position on the
need for the disclosure. However, to
reduce the amount of information
required on the principal display panel,
the agency will allow this disclaimer to
be placed in the information panel. The
referral statement required by section
403(r)(2)(5) of the act will refer the
consumer’s attention to the information
panel. This statement will ensure that
this material fact is brought to the
consumer's attention through a
statement made in conjunction with the
claim. Accordingly, the agency is
changing the required location of this
disclosure in § 101.61(c)(2)(iii).

Furthermore, the agency does not
agree that the term *‘unsalted” should be
used as & synonym for the term “salt
free.” To confine “‘unsalted” claims
only to foods that meet the “sodium
free” definition, including foods bearing
a “salt free” claim would be overly
restrictive. The agency is denying this
request.

76. One comment stated that for over
25 years, cracker manufacturers have
been making crackers with no surface
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salt that are described on their labels as
“Unsalted Tops * * * Crackers.” These
crackers are made with sodium chloride
and baking soda and have never claimed
to be low or reduced in sodium. The
comment says that these products meet
the desire of some consumers for
crackers that taste less salty. The
comment asked whether this name can
continue to be used in light of proposed
§ 101.61(c){2)(i), which specifies that the
term ‘“unsalted” may only be used on a
food label if no salt is added t» the food
during processing. It requested that the
rule be modified to allow for the use of
the name “Unsalted Tops * * *
Crackers” as well as other names in
which the term *‘unsalted” is qualified
and does not refer to the entire food.

The use of the term “unsalted,” as it
appears in the name *“Unsalted Tops *

* * Crackers,” modifies the word
*tops.” When used in this context,
“unsalted” does not refer to the salt
content of the entire food. For this
reason, the agency does not consider
this use of the term *“unsalted” to be
subject to the requirements of new

§ 101.61 and does not believe that this
rule needs to be modified to allow for
the use of this name or other names in
which the term “unsalted” is qualified
in this manner. Accordingly, the agency
has not revised the definition of
“unsalted.”

77. One comment stated that it is
misleading for plain com to claim “no
added salt” when frozen corn does not
have added salt.

In the absence of details in the
comment, the agency presumes that this
comment is referring to canned corn by
the term "“plain corn.” The agency has
a food standard (§ 155.130) for canned
corn that permits salt as an optional
ingredient and understands that salt is
usually added to this product. The
agency believes that if no salt is added
to canned corn, the food that it
resembles and for which it substitutes is
canned corn, not frozen corn. Therefore,
the agency concludes that it is not
misleading for the product ta bear the
claim “‘no added salt.”

iI. Sugar free. 78. At least one
comment recommended that FDA
define the term '‘sucrose free” instead of
“sugars free.”

The agency disagrees. Sucrose is only
one of the sugars found in foods. For
this reason, the agency believes that the
term ‘‘sucrose free’’ would mislead
consumers into betieving that the food
is free of all sugars. Accordingly, the
agency is not defining “sucrose free.”

79. At least one comment
recommended that FDA defins the term
“n¢ refined sugar.”

The agency is not accepting these
comments. The agency is concerned that
consumers would be misled into
believing that a food containing no
refined sugar is better than a food
containing refined sugar. The dietary
guidelines (Ref. 7) advise Americans to
consums sugars in moderation.
Consumers need to understand that it is
the amount of dietary sugar, not
whether or not it is refined, that is
important in following the guidelines.
Accordingly, the agency is not defining
the term “no refined sugar.”

80. A couple of comments requested
that the term “sugar free’ be used
instead of the term *‘sugars free.” One
comment said that the term “sugar free”
would be in harmony with the term
permitted in Canada and other
countries. Another comment stated that
although the term “sugars free” is
technically correct, it is unfamiliar and
will confuse the majority of consumers.
The comment expressed doubt that
consumers understand or care about
FDA's reasons for proposing *sugars
free” and believed that only a few
consumers would notice that the listing
in the nutrition label is for ““sugars,” not
“sugar.”

e agency is persuaded, based on the
arguments made by the comments, that
the term “sugars free” may be confusing
to consumers. Accordingly, the agency
is defining the term as “'sugar free” in
§101.60(c)(1). The agency points out
that this section provides that a food
label may bear this claim if the food
contains less than 0.5 g of sugars, as
defined in new § 101.9{c)(6)(ii) in the
final rule on mandatory nutrition
labeling, published elsewhere in this

" issue of the Federal Register

(redesignated from § 101.9(c)(6)(ii)(A) in
the proposal). FDA proposed to define
“*sugars’ as the sum of all free mono-
and oligosaccharides through four
saccharide units and their derivatives
(such as sugar alcohols). However, as
discussed in the final rule on nutrition
labeling, in response to comments, the
agency is changing the definition to
include only mono- and disaccharides.
Thus, the term “‘sugar free” refers to less
than 0.5 g of mono- and disaccharides.

81. At least one comment requested
that FDA define “‘sugar free" as free of
all simple sugars,

FDA disagrees with this comment. As
explained in the above section, the
agency is defining “‘sugar free” as less
than 0.5 g of sugars, that is mono- and
disaccharides. FDA believes that this
terminology is more precise than the
term “‘simple sugars.”

82, Numerous comments requested
that the term “sugar free” be allowed to
describe foods containing sugar alcohols

(polyols). These comments suggested
that FDA either should exclude sugar
alcohols from the definition of “‘sugars”
or should broaden the exemption in
proposed § 101.13(0)(8) that allows the
term “‘sugar free” on the label of
chewing gums that contain sugar
alcohols. The comments requested that
foods containing sugar alcohols, such as
soft candies, hard candies, breath mints,
lozenges, and sodas, be included in the
exemption. Alternatively, a few
comments stated that allowing the claim
*sugar free” on chewing gums would be
confusing to consumers if sugar alcohols
are included in the definition of sugars.
One of these comments proposed that
the claim on chewing gums should be
“contains sugar alcohols” rather that
“sugar free.” Other comments suggested
that the claim on chewing gums as well
as other foods containing sugar alcchols
should be “sugarless™ to avoid
confusion with foods meeting the
definition of “sugar free.” They believed
that this term should be allowed only
for foods that typically contain sugar,
are modified to contain only sugar
alcohols, and do not contain other
carbohydrates.

The agency has reconsidered this
issue and is persuaded that the term
“sugar free” should be allowed to
describe foods containing sugar
alcohols. As described above, the
agency is changing the definition of
sugars to include only mono- and
disaccharides. Thus, sugar alcohols are
no longer included in this definition. A
food containing sugar alcohols may bear
a “sugar free” claim as long as it meets
the requirements in new § 101.60(c)(1)
for “sugar free” and in new
§ 101.9(c)(6)(iii) that polyol content be
disclosed, as discussed in the final rule
on nutrition labeling published
elsewhere in this issue of the Federal
Register. Accordingly, the agency is
deleting proposed § 101.13(0)(8) because
the exemption that is provided is no
longer needed.

83. Numerous comments supported
the statement “useful only in not
promoting tooth decay” in proposed
§ 101.13(0)(8), to continue to allow on
the label of chewing gums that claim to
be “sugar free.” Many of the comments
requested that the statement be allowed
on the labels of other foods containing
sugar alcohols that claim to be “‘sugar
free.” One comment suggested that FDA
should revise the definition of “sugars”
to exclude sugar alcohols and revise
proposed § 101.60{c)(1)(iii)(B) to allow
the requested statement to accompany
“sugar free”” claims. This provision, as
proposed, would require either the
statement “not a reduced calorie food,"
“not a low calorie food,” or *not for
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weight control.” Other comments
suggested that FDA should broaden the
exemption in proposed § 101.13(o)(8) to
allow the requested statement to appear
on other foods. Alternatively, at least
one comment suggested only the

stater ents “not a reduced calorie food"”
and “not a low (free) calorie food” are
appropriate. The coniment ?ecifically
suggested that FDA should disallow the
statement “useful only in prevention of
tooth decay” with “sugar free” claims.
This comment also implied that FDA
should disallow the statement “not for
weight control” with “sugar free.”

The agency has reviewed these
comments and has determined that
there is no compelling reason to
disallow the statement “not for weight
control.” However, the agency has
concluded that the statement “useful
only in not promoting tooth decay”
should not be allowed because it is an
unauthorized health claim. In the
general principles proposal (56 FR
60437), the agency stated that it
intended to reevaluate the usefulness of
chewing gums sweetened with sugar
alcohols in not promoting tooth decay.
The agency acknowledged that the data
supporting the claim were over 20 years
old and requested new data. The agency
received data in response to the request
and will make a determination on the
validity of this claim in accerdance with
the final rule on health messages
published elsewhere in this issue of the
Federal Register. Accordingly, the
agency is not revisin
§101.60({c){1)(iii}(B) to allow the
statement “‘useful only in not promoting
tooth decay” to appear with “sugar free”
claims.

The agency is deleting the exemption
in proposed § 101.13{0)(8) that would
have allowed a “sugar free” claim on
chewing gums containing sugar alcohols
and the statement about not promoting
tooth decay. As explained above, this
exemption is no longer needed because
the agency has decided not to define
sugar alcahols as “sugars.”

84. Many comments requested that
FDA revise proposed § 101.13(0)(8) to
allow the statement “Toothfriendly” to
accompany ‘‘sugar free’’ claims on the
label of chewing gums in place of the
statement “‘useful only in not promoting
tooth decay.” In addition, these
comments requested that such
statements may be accompanied by a
pictogram of a smiling tooth. These
comments stated that the term
“Toothfriendly” is more readily
understood by consumers with limited
reading and vocabulary skills. One
comment said the “Toothfriendly”
dental education programs have been
successfully promoted in several

European countries by *Toothfriendly
Sweets International,” a nonprofit
organization dedieated to promoting
dental health. The agency received at
least one comment opposing the term
“Toothfriendly.” The comment
contended that the “Toothfriendly”
program is just another third party
endorsement program similar to those
the agency has considered in the past.
1t stated that the claim is unsupported
by any evidence and would promote the
consumption of foods that are
completely without nutritive benefit.

The agency is denying this request
because it believes that the statement
“Toothfriendly” accompanied by a
pictogram of a smiling tooth is an
implied health claim that, unless a
regulation is established, is
unauthorized (see section 403(r){1)(B) of
the act). As discussed in the previous
comment, the agency has not made a
determination that chewing gums
sweetened with sugar alcohols are
useful in not promoting tooth decay.

85. A few comments stated that the
definition of *'sugar free” should be less
than 4 g per serving. They said that they
selected this valuxel%)ecause it is the
dietary requirement for diabetics.
Another comment requested that the
term “‘sugar free” be accompanied by
the statement: “For use in diabetic meal
plans. Not a reduced calorie food (if
appropriate).”

he agency does not agree that “sugar
free” should be. less than 4 g of sugars
per serving as explained in the general
principles proposal (56 FR 60421 at
60436). The agency emphasized there
that the definitions of nutrient content
claims do not specifically address issues
related to diabetes management
practices, and that diabetes management
should not be based solely on the
consumption of “sugar free” foods.
Rather, diet planning for diabetics
should encompass the entire diet and be
supervised by a trained professional.
The agency notes that the American
Diabetes Assaciation (ADA) submitted a
comment that expressed strong support
for defining “sugar free” at less than 0.5
g per serving. It stated that the amount
of sucrose or other sweeteners in their
recipes should not be used in the
context of support for defining this
claim. Accordingly, the agency is not
defining *“sugar free” as less than 4 g per
serving. Consistent with this policy on
“sugar free,” the agency also denies the
request that “sugar free”” claims be
accompanied by the statement, “‘For use
in diabetic meal plans. Not a reduced
calorie food.”

86. A couple of comments objected to
the provision in proposed
§ 101.80(c)(1)(ii) that a food containing

added ingredients that are sugars cannot
be labeled “sugar free,” even though it
still contains less then 0.5 g of sugars.
One comment stated that FDA should
not distinguish between trivial amounts
Eresent naturally, and those present
ecause they were added. Other

comments supported the proposal. They
agreed that the listing of a sugar, for
example, as an ingredient of a product
bearing a “‘sugar free” claim is confusing
and misleading. One comment
expressed concern that the agency is
allowing ingredients containing sugars,
such as fruit juices, to sweeten foods
that bear a “‘sugar free’ claim. Other
comments suggested that the confusion
could be eliminated if the label of a
“sugar free” food that has ingredients
containing sugars disclose that the
amount of sugar is trivial. Most of these
comments preferred that the disclosure
appear in the ingredient statement.

he agency has reconsidered the
provision that disallows the addition of

" ingredients that are sugars to foods that

bear a “sugar free” claim and is
persuaded that it is unduly restrictive,
The agency accepts the recommendation
that the proposed provision be revised
and that a disclosure statement be
required to avoid consumer confusion
about the quantity of sugar in the food.
The agency believes that it is the listing
of sugar or ingredients that are generally
known to contain sugars that creates the
confusion. Accordingly, the agency is
revising new § 101.60(c)(1)(ii) to require
that the food contain no ingredient that
is a sugar, or that is generally
understood by consumers to be a sugar,
unless the listing of the ingredient in the
ingredient statement be followed by an
asterisk that refers to a disclosure
statement appearing below the list of
ingredients. The statement shall read:
“adds a trivial amount of sugar,” “adds
a negligible amount of sugar,” or “adds
a dietarily insignificant amount of
sugar.”

11i, *No added sugar,” and
“unsweetened"”/''no added sweeteners”.
In the general principles proposal (56
FR 60421 at 60437), FDA proposed in
§101.60(c)(2) to permit the use of the
terms “‘no added sugars,” “without
added sugars,” or “no sugars added”
(revised in this final rule to state “no
added sugar,” “without added sugar,”
or “'no sugar added" as discussed in the
section on “Sugar Free"). The agency
said, however, that to use the claim five
conditions must be met: (1) No amount
of sugars, as defined in proposed

§ 101.9(c){6)(i1)(A) (redesignatad as

§ 101.9{c)(6)(ii) in the final rule on
mandatory nutrition labeling publishe’
elsewhere in this issue of the Federal
Register), is added during processing ¢

S ST,
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ackaging; (2) the produict does not
gontain ingredients that contain added
sugars; (3) the sugars content has not
been increased above the amount
naturally present in the ingredients by
some means such as the use of enzymes;
(4) the food that it resembles and for
which it substitutes normally contains
added sugars; and (5} the product bears
a statement that the food is not low
calorie or calorie reduced (unless the
food meets the requirements for a low
or reduced calorie food} and directing
consurners’ attention to the nutrition
panel for further information on sugars
and calorie content,

The intent of the agency in defining
these terms was to aid consumers in
implementing dietary guidelines that
stipulate that Americans should
“consume sugars only in moderation,”
consistent with the definition for
*‘sugars” that FDA is adopting in new
§101.9(c)(6)(ii) in the final rule-on
mandatory nutrition labeling. In
implementing the guidelines, the
purpose of the “no added sugar” claim
is to present consumers with
information that allows them to
differentiate between similar foods that
would normally be expected to contain
added sugars, with respect to the
presence or absence of added sugars.
Therefore, the “no added sugar” claim
is not appropriate to describe foods that
do not normally contain added sugars.
In such cases, proposed § 101.60(c}(3)
would provide for the use of a factual
statement that the food is unswsetened,
or that it contains no added sweeteners
in the case of a food that contains
apparent substantial inherent sugar
content, e.&. Truit juices, without
requiring that the food meet the
definition for “sugar free.”

87. Some comments addressed use of
the “no added sugar” terms on foods
containing fruit juice as an ingredient.
One comment interpreted the proposal
as providing that modified juice

roducts and juice products that

ction as sweeteners are not to be
considered as added sugars. The
comment specifically requested that
FDA clarify its position on this matter.
Another comment stated that the use of
fruit juices as sweetening agents caused
problems for diabetics and suggested
that the five requirements listed in new
§ 101.60(c){2) for a “no added sugar”
claim should be supplemented by a
sixth criterion: That a food does not
contain sugars in the form of fruit juice,
guuit concentrate, applesauce, or dried

it.

The agency advises that the purpose
of a “no added sugar” claim is to
identify a food that differs from a
similar food because it does not contain

the added sugars that would normally
be present in the other food. For this
provision to be of practical benefit to
consumers, it must preclude use of the
claim on a food where the sugars that
are normally atlded are replaced with an
ingredient that contains sugars that
functionally sdbstitute for the sdded
sugars, Thus, the agency cancludes that
the use of any ingredient that contains
sugars, including fruit juice and
modified or concentrated fruit juice, for
the purpose of substituting for sugars
that would normally be added to a food
precludes the use of the “no added
sugar”’ nutrient content claim. To aveid
misinterpretation of the regulation on
this matter, FDA is revising new
§101.60(c)(2)(i) to state: *“No amount of
sugars, as defined in § 101.9(c){8)(ii), or
any other ingredient that contains
sugars that fanctionally substitute for
added sugars is added during processing
or packaging.”

88. One comment interpreted
proposed § 101.60(c)(2) to mean that a
“no added sugar” claim would not be
precluded on a product such as an all-
fruit spread if that product does not
contain sugar-sweetened ingredients.

FDA advises that to qualify for a “no
added sugar™ claim, the ingredients in
the all-fruit spread could not include
any ingredient that meets the agency’s
definition of “sugars” (new
§101.9(c)(6)(ii)), or any ingredient that
contains sugars that functionally
substitute for added sugars (e.g., fruit
juice) (new § 101.60(c)(2)(i)), nor any
ingredient that contains added s
{e.g., concentrated fruit juice) (new
§ 101.60(c)(2)(ii)). N

89. A comment recommended that
foads that contain only indigenous
sugars, but not including sugars present
in concentrated or otherwise altered
ingredients or products, be exempt from
the requirement for disclaimer and
reforral statements. This comment stated
that a statement such as “no added
sugar” is less a nutrient content claim
than an assurance that the sweetness
characteristics of a product are not
derived from added processed sugars,
such as sucrose or high fructose corn
syrup, and that this information is
essential to diabetics that have been
instructed by a physician to seek out
foods that do not have added processed
sugar but instead are fruit juice based.

e comment suggested that the
required disclaimer indicating that a
food is not “low” or “reduced” in
calories may be misleading to
consumers, causing unjust alarm that a
juice product is high in calories and
unhealthy. As an alternative to the
disclaimer, the comment favored a
qualifying statement for foods

sweetened with concentrated juices,
such as “sweetened with concentrated
grape juice.”

similar comment requested that
FDA exempt pure fruit juices from the
provisions of proposed § 101.60(c)(2) or
revise this section by del roposed
§ 101.80(c){2}{iv} and (c)(2)(v] (i.0., the
requirements that the food that the
product resembles and for which it
substitutes normally contains added
sugadt¥, and thiat the product bear a
disclaimer statement that it is not low
calorie or calorie reduced and that
directs the consumer’s attention to the
nutrition panel). The comment stated
that a *'no added sugar” claim on fruit
juices had been used for many years
without consumer confusion, that it
helped to increase consumer awareness
of the added sugars.in flavored drinks,
and that products that are pure juices do
not contain added sugars. The comment
also stated thet consumers regard the
terms “no added sweeteners” and “no
added sugar” as synonymous, and that
they do not regard fuices as low or
reduced calorie products.

The agency disagrees with the
fundamental position of these
comments that a special .allowance for
the “no added sugar” claim should be
made when the sugars added to a food
are inherent to the ingredient thro
which they are added. As discussed in
comment 79 in section IH.B.c.ii. of this
document, the agency believes that it is
misleading to imply that a food that
containg inherent sugars is nutritionally
superior to a food that contains refined
sugars. Thus, the labeling of a product
sweetened with juice concentrate,
though it bears a factual statement
identifying the source of the sweetener,
would be misleading if it included the
statement ‘‘no added sugar.” The agency
concludes that granting the allowances
that these comments seek would permit
the use of “no added sugar” in a manner
that is inconsistent with the purpose of
this claim, i.e., to aid consumers in
implementing dietary guidelines that
stipulate that Americans should
*‘consume.sugars only in moderation.”
Thus, FDA is not making any changes
in response to these comments,

90. One comment expressed concern
that the addition of concentrated juice
to unconcentrated apple juice for the
gurposa of achieving uniformity in the

nished juice may preclude the use of
the term *“no suger added.”

The agency advises that the addition
of a concentrate of the same juice to
achieve uniformity would not, in itself,
preciude the use of a “no sugar added”
claim, provided, the other conditions for
the claim are met. (See also the
document on ingredient labeling
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published elsewhere in this issue of the
Federal Register.) If a concentrate of
another juice were added for the
purpose of increasing the sugar content
of the finished juice, the product could
not bear a “no sugar added” claim,

91. One comment sought assurance
that fruit juics from concentrats that has
been reconstituted to normal strength
would be able to make a “no sugar
added” claim.

The agency advises that the addition
of water to a juice concentrate to
producs a single strength juice would
not preclude the use of a “no added
sugar” claim; however, the other
conditions for the claim must still be
met,

92, Several comments requested
confirmation that fruits packed in fruit
juice would be able to make a “no sugar
added” claim under the provisions o
proposed § 101.60(c)(2). One of the
comments stated that the Brix of the
juice would not be above that of the
fruit itself, and another noted that no
refined sugars would be used in the
product but only fruit juices or
concentrated fruit juice.

- The agency concludes that juice-
packed fruits that contain juice with the
same sugars content as the single
strength juice of the fruit would qualify
for a “no sugar added” claim, provided
that the other conditions for the claim
are met. This food meets the criteria for
the claim in § 101.60(c)(2). If these same
fruits were packed in syrup or in juice
concentrate, they would not qualify for
this claim under § 101.60{c){2)(ii)
because syrup and juice concentrate are
ingredients that contain added sugars.

83. One comment stated that if
enzymes are used primarily for flavor or
texture development, or for reasons
other than to intentionally alter the
sugars content of a product, then the
food should be permitted to bear a *no
sugar added” claim. The comment
maintained that although such
enzymatic processes may result in a
slight increase in the sugar content of
the product, the increase would not

necessarily alter the sweetness profile of

the product. The comment expressed
the view that the agency’s limitation in

proposed § 101.60{c}(2)(iii) for “‘no sugar

added” for such foods is overly
restrictive and not in the best interest of
consumers,

The agency agrees that proposed
§ 101.60(c){2)(iii) should not preclude
the use of enzymes or other processes
where the intended functional effect of
the process is not to increase the sugars
content of a food, even though an
increase in sugars that is functionally
insignificant goas occur. FDA concludes
that such a prohibition would be overly

restrictive and without benefit to
consumers seeking to moderate their
sugars intake because any increase in
the sugars content of a food from such
processes would be of little, if any,
consequence in the iotal dist.
Accordingly, FDA has revised new

§ 101.60{cj{2}{iii} in the final rule 1o
state: .

The sugars content has not been increased
above the amount naturally present in the
ingredients by some means such as the use
of enzymes, except where the intended
functional effect of the process is not to
increase the sugars content of a food, and a
functionally insignificant increase in sugars
results.

iv. Calorie free. 94. The agency
received a few comments on the term
“calorie free.” These comments
supported the proposed definition of
less than 5 calories per serving. One
comment preferred that the definition
be less than 2.5 calories but did not
object to the proposed definition.

Based on these comments, the agency
concludes that no change in the
definition of “calorie free” is necessary.

95. One comment requested that soda
water not be used as an example of a
*“calorie free” food because some
consumers may conclude that all diet
soft drinks are “calorie free” foods.

To avoid confusion, the agency is
revising new § 101.60(b)(1)(ii) to read:

v. Fat free. 96. Most of the comments
on the definition of the term “fat free"
supported the proposed definition of
less than 0.5 g of fat per serving. A few
comments disagreed with less than 0.5
g. Some of these comments stated that
“fat free” should be zero fat, while at
least one comment suggested that the
definition should be 0.5 g or less of fat.

The agency points out that zero fat is
not an option as a limit because it is
analytically impossible to measure. The
proposed definition of less than 0.5 g of
fat is appropriate because it is the
reliable limit of detection of fat in all
types of foods, and thus analytically it
equates to zero. Furthermore, 0.5 g of fat
is low enough compared to the DRV for
fat, which the agency is establishing at
65 g (5§ 101.9(c)(9)), to be considered
dietarily and physiologically
insignificant. For example, a person
consuming 10 servings per day of “‘fat
free” foods would consume less than 5
g of fat from these sources.

The agency is not including 0.5 g in -
the definition because the comment that
suggested this change provided no
compelling reason for it. Less than 0.5
g of fat is consistent with the way “free”
terms have been defined by FDA in the
past and with the way the agency is

defining other "&3;’" terms in this ﬁﬂal
regulation. Accordingly, the agency has
not revised this deﬁx;silt}i'on. ngeney

97. At least one comment suggested
that *‘fat free” be defined in terms of the
fat content per serving and per 100 g of
the food. The comment noted that the
density criterion would prevent foods
with small serving sizes, such as
crackers, from making a “fat free” claim.

The agency is not persuaded that a
second criterion based on the amount of
fat per 100 g is necessary for the
definition of “fat free,” The first
criterion of less than 0.5 g of fat requires
that the food contain such a trivial level
of fat that even frequent consumption of
foods that bear a “fat free” claim would
not affect in any meaningful way the
overall fat level in the diet. Accordingly,
the agency has not revised the definition
of “fat free.” This conclusion applies
equally to all of the “free” claims that
are being defined.

98. A few comments recommended
that “fat free” be defined solely on the
basis of less than 0.5 g per 100 g.

FDA considered this approach of
defining nutrient content claims solely
on the amount of a nutrientin
s%secified weight of food, This approach
has the advantage of presenting a
nutrient content claim for a food in a
way that is more consistent with
labeling used internationally. In
addition, it allows consumers a means
to more readily compare very dissimilar
foods. However, FDA does not believe
that this approach alone is appropriate
for defining nutrient content claims.
Foods are consumed in variocus amounts
depending upon their nature and use in
the diet. The agency believes that
nutrient content claims could be
misleading and not useful to consumers
when expressed solely in terms of 100
g of food because this approach does not
reflect amounts customarily consumed
for all foods. For this reason, FDA did
not take this approach in defining the
term “fat free.” Accordingly, the agency
is not revising the definition of “fat
free” in this manner.

99, Several comments objected to the
provision in proposed § 101.62(b)(1)(ii)
that a food containing added fat cannot
be called “fat free,” even though it still
contains less than 0.5 g of fat per
serving. One comment stated that “the
agency should not speak of good faith or
bad; it is simply a matter of definition
and materiality.” It contended that
whether the fat is inherent or added
should not be relevant as long as the
amount present is less than 0.5 g.
Comments stated that this provision
would deprive consumers of the benefit
of many innovative, nutritious products
and argued that it would discriminate
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against foods in certain categories based
on dietarily insignificant amounts of fat.
For example, less than 0.5 g of fat is
added to some salad dressings that
would otherwise meet the definition of
“fat free.” Furthermore, one comment
noted that the proposed rule may be
difficult to enforce since fat that is
inherent cannot be distinguished from
added fat.

Alternatively, many comments
supported the proposal. They agreed
that the listing of soybean oil, for
example, as an ingredient of products
bearing “fat free” claims is confusing
and misleading. One comment said that
“fat free” is a misnomer if fat has been
added to the food. A few of these
comments believed that even the
addition of ingredients containing fat,
such as nuts, should be disallowed.
Other cominents suggested that the
confusion could be eliminated if the
label of products contsining any
ingredient that contains fat were
required to bear a disclosure statement,
such as, “soybean oil (trivial source of
fat).” Most of these comments preferred
that the disclosure appear in the
ingredient statement.

The agency has reconsidered the
provision that disallows the addition of
fat to foods that bear the claim “fat free"
and is persuaded that it is unduly
restrictive. The agency has decided to
revise new § 101.62(b)(1)(ii) in the same
way that is has revised § 101.60(c)(1)(ii)
on “sugar free” claims and
§101.61(b)(1)(ii) on “sodium free”
claims because the same considerations
apply with respect to sach of these
claims. The agency believes that it is the
listing of fzis or ingredients that are
generally u ~derstood by consumers to
contain fat (¥ e, nuts) in the ingredient
statement i ;¢ creates the confusion,
and that a ¢'sclosure statement about
the amoun: of fat in the food will
eliminate that confusion. Accordingly,
the agency is revising new
§101.62(b)(1)(ii) in the final rule to
require that the listing of fats or
ingredients that are understood to
contain fat in the ingredient statement
be followed by an asterisk that refers to
a disclosure statement appearing below
the list of ingredients. The statement
shall read: “‘adds a trivial amount of
fat,” “adds a negligible amount of fat,”
or “adds a dietarily insignificant
amount of fat."”

vi. “Percent fat free” claims. FDA
proposed several provisions in the fat/
cholesterol proposal {56 FR 60473}
regulating the use of “percent fat free”
claims to ensure that the consumer is
not misled by these claims, and that, as
the claim implies, the food does in fact
contain only a small amount of fat

Specifically, FDA proposed in

§ 101.62(b)(6)(i) to require that “percent
fat free’” claims can only be made: (1)
For “low fat” foods (i.e., foods
containing 3 g or less of fat per serving
and per 100 g of food) or (2) for “low
fat” meal-type products (i.e., meal-type
products containing 3 g or less of fat per
100 g of product).

The agency also propased in
§ 101.62(b)(6)(ii) to require that a
disclosure statement of the amount of
total fat in a serving of food appear in
immediate proximity to the most
prominent “percent fat free” claim, and
ihat such disclosure statement be in
type no less than onse-half the size of the
type of the “percent fat free” claim. In
§ 101.62(b)(6)(iii), FDA proposed that
the type size of all the components of
the “percent fat free” claim must be
uniform.

Finally, FDA proposed in
§101.62(b)(iv) that a “100 percent fat
free” claim must meet all of the criteria
for "“fat free” claims (i.e., foods
containing less than 0.5 g of fat per
serving and not containing any added
ingredient that is a fat or oil).
Furthermore, the agency advised that if
the food is inherently free of fat, the
label will disclose that fat is not usually

resent in the food (e.g., “‘a 100 percent
at free food™).

The agency specifically requested
comments as to whether the proposed
requirements were sufficient to prevent
‘“percent fat free” claims from being
misleading, or whether such claims
should be prohibited entirely.

100. Altl}:ough the majority of
comments supported the proposal to
permit ““percent fat free” claims on low
fat foods, several comments opposed
permitting the use of this claim. The
primary reason cited in these comments
was that this claim is misleading and
confusing to consumers, One comment
further stated that if FDA allowed
‘“‘percent fat free” claims, it should only
allow them on foods that meet the
definition of “fat free.” Another
comment suggested that such claims be
restricted to meat and poultry products,
because they help to identify leanness.

The agency acknowledges that under
current regulations, the use of a
"percent fat free” claim has the
potential to be misleading and
confusing to consumers, especially
when this claim appears on foods that
derive a high percentage of their calories
from fat. However, the agency concludes
that with implementation of the
provisions of this final rule regulating
the appropriate use of a “percent fat
free” claim (i.e., being restricted to use
on products that meet “low fat”
definitions), the claim will not be

misleading or confusing. Furthermore,
the comments that requested that the
use of this term be prohibited did not
provide evidence to persuade the
agency that the requirements, as
pro?osad, were insufficient to prevent
misleading claims on food labels. In
addition, FDA advises that the purpose
of a “percent fat free’’ claim on nonmeat
products does not relate to leanness but
to information regarding the total
amount of fat present in a serving of the
food. -

Further, the agency believes that to
allow “percent fat free” claims only on
“fat free” foods would be unduly
restrictive. Such claims on foods that
are “low” in fat, can, if properly made,
be useful in assisting consumers to
maintain healthy dietary practices.
Consequently, the agency is denying
these requests to prohibit or restrict the
“percent fat free” claim.

101. One comment stated that
‘“percent fat free” claims on bakery
products may encourage consumers to
purchase such products because they
are low in fat, but the comment noted
with concern that bakery products are
hiﬁin calories, sugar, or sodium.

8 agency recognizes that certain
low fat foods may contain varying
amounts of calories, sugar, or sodium.
Howsver, the agency does not expect a
single claim (e.g., 97 percent fat free”)
to provide information regarding all of
the nutrients contained in a product.
Information on calories, sugar, and
sodium will be provided in nutrition
labeling, and therefore, available to the
consumer at the time he or she makes
a purchase decision. Moreover, if the
nutrient levels in the food exceed levels
at which a disclosure statement is
required, a disclosure statement must
appear in close proximity to the claim.

102. A comment from a foreign
government opposed permitting
“percent fat free” claims. The comment
stated that its laws did not permit such
terms ta be used because they are
potentially misleading. The comment
suggested that FDA should not allow
such claims on products.

As discussed in the previous
comment, the agency recognizes that a
“percent fat free” claim under
regulations currently in effect can be
misleading and confusing to the
consumer. However, the provisions that
the agency is establishing in new
§ 101.62(b)(6) regulating the use of a
“percent fat free” claim address the
aspects of such claims currently in use
that have the potential to make them
confusing or misleading. Thus, the
agency concludes that in light of the
action that it is taking, it is not
necessary to ban these claims.
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103. Other comments suggested that
the “percent fat free”” clairh should be
based on the amount of total calories
contributed by the fat and not on the
weight of the product, because basing
the claim on the weight of the product
has the potential to be misleading.

The agency disagrees with the
comment. FDA believes that consumers
are most familiar with claims expressed
in terms of g per serving, and not claims
based on the percentage of calories
contributed by fat. FDA further believes,
as stated in the fat/cholesterol proposal,
that “percent fat free” claims irhply that
the food contains very small amounts of
fat (i.e., “low"” fat), and that the food is
useful in structuring a diet that is low
in fat. Basing the “percent fat free”
claim on a designated percentage of
total calories from fat would not limit
the total amount of fat present in the
food. Thus, a food high in calories may
be able to make a *“percent fat free”
claim under a calorie criterion, because
the percentage of total calories
contributed by the fat falls within an
established guideline. Yet, the amount
of fat in such foods could exceed the
amount that is defined as “low" fat. On
such a food, the “percent fat free” claim
would be misleading. Accordingly, the
agency is not permitting *'percent fat
free” claims o be based on the

percentage of calories contributed by fat.

104. Some comments requested that
the agency require disclosure of the
percent of calories from fat and the
amount of available calories (i.e., total
calories minus calories attributed to
dietary fiber).

The comments requesting disclosure
statements of percent calories from fat
and available calories did not provids
evidence on which the agency could
make a finding that such disclosures
were necessary to prevent a “percent fat
free” claim from being misleading.
Therefore, the agency finds no basis for
requiring those disclosure statements,
Furthermore, the agency believes that
disclosure statements based on percent
of calories would confuse consumers
when all other disclosure statements are
based on amount of g per serving.
Therefore, the agency is denying the
request for these disclosure statements.

105. The comments on the proposed
requirement of a disclosure statemenl in
immediate proximity to the “percent fat
free" claim which specified the amount
of fat in the product were equally
divided in support of and against the
provision. Some comments opposing
the disclosure statement argued that the
disclosure statement was unnecessary
because the food must meet the
definition of “low fat”” before a ““percent
fat free” claim can be made. The

comments also pointed out that a
referral statement will direct the
consumer to the nutrition label where
fat is declared.

The agency recognizes that the
“percent fat free” claim may not be
made on the label or labeling of a
product unless the food bearing the
claim is “Jow in fat.” This fact ensures
that foods bearing a *“percent fat free’
claim will not contribute excessive
amount of fat to the total diet. Thus,
upon reconsideration, FDA does not
find it necessary to require that foods
bearing a “percent fat free” claim also
disclose the amount of total fat per
serving adjacent to the claim. Further, as
one comment pointed out, the “percent
fat free” claim will have to be
accompanied by a statement referring
consumers to the nutrition label, and
that the total amount of fat in the
product will be provided there. In
addition, as discussed in response
comment 214, FDA has concluded that
it is not necessary to include absolute
amounts in the principal display panel.
Therefore, the agency is persuaded by
the comments that these requirements
obviate the need for a statement,
adjacent to the claim, which discloses
the amount of fat per serving in the
product bearing such a "‘percent fat
free” claim, and the agency is deleting
this requirement in the final rule.

106. Two comments that supported
the *“no percent fat free’ claim stated
that the 3 g limitation was too restrictive
and should be raised to 4 g. A third
comment supporting the “percent fat
free” claim stated that the only criterion
should be 3 g or less per serving and
that there should not be a second
criterion of 3 g or less per 100 g.

As discussed in the fat/cholesterol
proposal (56 FR 60478 at 60491), a
“percent fat free” claim emphasizes
how close the food is to being free of fat.
The agency believes that this claim
implies, and consumers expect, that
products bearing ‘‘percent fat free”
claims contain relatively small amounts
of fat and consequently are useful in
maintaining a diet low in fat. Thus, the
agency finds that the appropriate
approach to defining a *“‘percent fat free”
claim is that it be based on the
definition of “low fat.” Having said this,
the agency points out that these
comments raise objections to the
definition for ““low fat."” The agency’s
decision on the final definition of “low
fat” is discussed elsewhere in this
document. )

107. A few of the comments
supporting the provision that 100
percent fat free” claims appear only on
“fat free” foods, requested that 100
percent fat free” claims should also be

allowed on foods to which fat has been
added, as long as the food still complies
with the “fat free” definition.

Although the agency has reconsidered
its definition of “fat free” to allow foods
with added fat that meet the definition
of ““fat free” to make a “fat free" claim,
the agency has not been persuaded that
a 100 percent fat free” claim should
appear on foods with added fat. The
agency believes that a *‘100 percent fat
free” claim places more emphasis on the
complete absence of fat in the food, and
therefore the food should not have
added fat. Thus, the agency is not
permitting a food with added fat to
make a ‘100 percent fat free” claim.

108. One comment objected to all
“percent fat free” claims under the
proposal. This comment stated that a
**100 percent fat free” claim can be
made on a food that contains 0.4 g of fat
per serving and 3 g of fat per 100 g if
the fat is not added, e.g., crackers with
no added fat that contain 0.4 g per
serving. However, if the crackers had
the same amount of fat but as added fat,
the claim would have to say “97 percent
fat free.” The comment asserted that
such inconsistencies would be
misleading and confusing to the
consumer. Further, another comment
objected to the provision that allows
some foods to claim 100 percent fat
free” when in fact they contain more

.than 0.5 g of fat per 100 g of the food

and are, therefore, not 100 percent fat
free. This comment stated that proposed
§101.62(b)(6){iv) only requires that a
food bearing this claim contain less than
0.5 g of fat per serving. Thus, a food
with a serving size of 20 g, for example,
could contain 2.45 g of fat per 100 g of
the food.

The agency agrees with the latter
comment. The agency did not intend to
allow foods containing 0.5 g or more of
fat per 100 g to bear the claim 100
percent fat free.” Accordingly, the
agency is revising the final rule in new
§ 101.62(b)(6)(iii) to require that a **100
percent fat free” claim can be made only
on foods that meet the criteria for “fat
free,” that cantain less than 0.5 g of fat
per 100 g, and that contain no added fat.
This revision also addresses the
problem raised in the first comment.
Furthermore, the agency advises that in
declaring other “‘percent fat free”
claims, the claim must accurately reflect
the amount of fat present in 100 g of the
food. For example, if a food contains 2.5
g of fat per 50 g then the claim should
be ‘95 percent fat frese.”

109. A few comments suggested that
the “percent fat free” claim be defined
separately from, and not include, the
“low fat” criteria because the “low fat"
definition is unduly restrictive and does
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not adequately differentiate the two
claims. The comments further suggested
that “‘percent fat free” claims for foods
that are between 90 and 100 percent fat
free be allowed. They contended that
setting a threshold level of 97 percent
fat free (3 g or less per 100 g)
discourages consumers from eating
products that are fairly low in fat but do
not conform to the proposed definition
for “low” and therefore gives the
impression that FDA is making good
food/bad food distinctions.

Ag stated in response to comment 106
of this document, a *“percent fat free”
claim is properly viewed as a “low fat”
claim because it emphasizes how close
the food is to being free of fat.
Furthermore, basing the ‘‘percent fat
free” claim on the criteria required for
“low fat” products provides the
consumer with a consistent method of
comparison with respect to “low- fat,”
“fat free,” and “percent fat free” claims
such that accurate comparisons can be
made among different products. To
establish separate criteria for a *percent
fat free” claim could cause confusing
and misleading information to be
disseminated to the consumer and, thus,
be contrary to the purpose of the
nutrient content claims provisions of
the act.

The agency also rejects the comments
proposing that claims of up to “90
percent fat free” be allowed. The agency
believes that such a definition would
not be consistent with consumers’
expectations of the fat content of foods
bearing this claim because it would
allow “percent fat free” claims on foods
with significantly greater amounts of fat
than "low fat” foods. :

Furthermore, the agency is not
convinced by the comments or other
available information that if FDA does
not permit a ‘90 percent fat free” claim,
consumers would be discouraged from

urchasing products that are “fairly"”

ow in fat (less than 10 g per 100 g) but
that do not reet the definition for “low
fat.” In the absence of a “percent fat
free” claim, consumers will still be able
to consult the nutrition label to
determine the total amount of fat
contained in a product and to make
purchase decisions based en this
information according to their
individual dietary preferences.

Although the agency does not agree
that a “percent fat free’” claim should be
allowed for foods containing up tc 10
percent fat by weight, the agency has
reconsidered the basis and application
of the weight-based criterion for “low
fat” and “percent fat free” claims such
that the weight-based criterion only
applies to foods with reference smounts
30 g or less or 2 tablespoons or less (see

comment 45). Further, foods with
reference amounts of 30 g or less or 2
tablespoons or less may bear such
claims provided that they contain 3 g or
less fat per reference amount and per 50
g. Therefore, foods with small reference
amounts containing 6 g or less fat per
100 g will be able to bear a “percent fat
free’’ claim. Consequently, claims of up
to ‘94 percent fat free” will be allowed
on these products that also meet the
criteria for “low fat.” In addition, foods
with reference amounts greater then 30
g or greater than 2 tablespoons that meet
the “low fat” definition may bear
“percent fat free” claims. The agency
believes that permitting such claims is
consistent with dietary guidelines for
reducing fat intake, because it would
allow such claims on a widgr variety of
foods for which increased consumption
is recommended in national dietary
guidance. This issue is fully discussed
in section II1.A.1.b. of this document.

110. One comment suggested that the
*“percent fat free” claim be allowed on
products containing 5 g or less fat per
100 g. Another comment suggested that
the “percent fat free” claim be allowed
on products containing 5 g or less fat
per serving and per 100 g; no more than
30 percent of calories from fat; and no
maore that 10 percent of calories from
saturated fat. The comment asserted that
these three criteria would ensure that a
“percent fat free” claim is not
misleading, yet be less restrictive than
the provisions proposed in the fat/
cholesterol proposal,

Another comment proposed that the
definition for “percent fat free” claims
be based on ei(ger: (1) The food being
“low fat,” where low fat is 4 g or less
per serving and being at least 90 percent
fat free, or (2) the product being 90
percent fat free but providing no more
than 4 g of fat per serving; the label
disclose the number of g of fat per
serving in conjunction with the
“percent fat free” claim; and the
product be at least 2 g of fat per serving
less than the weighted average fat level
of other similar products. The comment
asserted that these criteria would
provide an effective and less restrictive
mesans of drawing consumers’ attention
to a reduced-fat content food, while
allowing the consumer more reduced-fat
products from which to choose.

The agency considered the alternative
criteria for “percent fat free” claims as
suggested in these comments. The
suggested approaches establish
differences between the “low fat” and
‘“percent fat free” claims that the agency
believes are inappropriate. As explained
in comment 106 of this document,
consumers expect a product with &
“percent fat free" claim to be low in fat,

and the comments did not present
evidence to FDA to demonstrate to the
contrary. Consequently, the most logical
approach for defining a “percent fat
free’ claim is to choose criteria that
make the claim consistent with the
definition of *“low fat” or “fat free,”
Thus, the agency rejects the alternative
approaches recommended in the
comments, Furthermore, the comments
suggested alternatives that require
comparison of amounts of fat among
different products. This approach is
more consistant with the criteria used
for comparative claims such as
“reduced” or “less” and is not
appropriate for nutrient content claims
such as “percent fat free.” Further, in
addition to not being consistent with the
definitions for “low fat” or “fat fres,”
the suggested alternatives are based on
extremely complex definitions that
could result in consumer confusion
concerning the meanings of the terms
“low fat,” “fat free,” and “percent fat
free.”

vii. Saturated fat free. 111. A number
of comments strongly recommended
that FDA define the term “saturated fat
free” and terms that would be synonyms
for “‘saturated fat free.” These comments
argued that a “free” claim is one of the
most powerful claims, and that
saturated fat is one of the more
important nutrients from a public health
perspective, They stated that this claim
would be extremely useful because the
foods that would qualify are the foods
that consumers are being encouraged to
eat more frequently. Furthermore, the
availability of this claim would pravide
an incentive for the development of new
foods that are “saturated fat free.”

Some of the comments responded to
FDA'’s reason for not defining this term.
The agency argued that since less than
0.5 g per serving is “fat free,” one-third
of this amount, or 0.17 g per serving,
would be the appropriate definition for
“saturated fat free,” The agency did not
propose a definition because it
concluded that saturated fat could not
be accurately measured at this level,
The comments did not dispute this
point, but they argued it is appropriate
to define “saturated fat free” as less than
0.5 g of saturated fat per serving based
on the same criteria used for “fat free’
claims, i.e., dietary insignificance and
reliable detection.

One of these comments contended
that a food that is “fat free” logically
must be free of saturated fat because
saturated fat is included in the
dsfinition of total fat. Other comments
suggested that the definition be less
than 0.25 g per serving on the basis of
dietary insignificance. These commaents
did not discuss problems with



detection, except for one.comment that
stated that it should not be difficult to
reliably detect saturated fat at 5.25 g per
serving. This comment pointed out that
in the pro . rule on mandatory
nutrition labeling (556 FR 60366) less
than 0.25 e% of saturated fat per serving
is the level that can be declayed as *'0.”
Another comment noted thst consumers
would likely be confused if foods’
declaring “0” g-of saturated fat in the
nutrition label boar the claim “low in
saturated fat” instead of “saturated fat
&ee‘n

The y is persuaded by the
e Ty

** would be useful ta individua

trying to reduce their intake of saturated
fat. It is defining this term as less than
0.5 g of saturated fat per serving because
the majority of the commenis on this
proposed rule and on the proposed rule
on mandatory nutrition labeling (56 FR
60366) that addressed this issue stated
that e lower value cannot be reliably
detected. FDA has been convinced by
thesg comments, which showed that
less than 0.5 g of saturated fat is the
reliable limit of detection of saturated
fat in all types of foods, and thus

1o agency notes that it is awsre of
the concarns that trans fatty acids,
which saturated fatty aclds, may
mqm 31 )/MM}A Mi(!w
of the information submitted and of the
published literature sliows that -the
evidence that suggests that trans fatty
acids raise serum cholesterol-remains
inconclusive; as mlly discussed in the
final rule on mandatory nutrition
labeling &bﬁshcd d elspwhere in this
issue of the Federal Register, However,
because of the uncertainty regarding this
issue, ﬂmﬁﬁﬁt btta;;gnsumem w:;lfg
€ a ing a *'saturat t
&sxgﬁcélaim to be fres of saturated fat
and other components that sgificamly
raise serum cholesterol, and the
potential importance of a saturated fat
free claim, the agency believes that it
would be misleading for products that
contain measurable amounts of trans
fatty acids to bear a “'saturated fat free”
claim. Thus, the agency is including a
limit on trans fatty acids of 1 percent of
the total fat in the definition of
“saturated fat free” because the
analytical techniques for measuring
trans fatty acids below that level are not
reliable. Accordingly, the agency is
providing in new § 101.82(c)(1)(i} that
the term “saturated fat free” (*‘free of
saturated fat,” “no sdturated fat,”
“without saturated fat,” “zerc saturated
fat,”" “wivial source of sdturated fat,”
“negligible source of saturdted fat” or

.“'dietartly insignificant source of

saturated fat”) may be used on.the label

of a food if the food contains less than

0.5 g of saturated fat per serving and 1

percent or less of total fat as trans fatty
acids.

Consistent with the requirements for
other ““free” claims, the aﬁe;i{ ,,iis) "
requiring in.new §101.62{c)(1)(ii) that
the listing of i«hsfgﬁénts generally
understood by consumers to contain
saturated fat must be accompanied by a
statement such as “adds a trivial
amount of saturated fat.” Also, the
agency is requiring in new -

§ 101.62{c)(1)(iii) that foods moeting the
definition witheut special proce

must be-labeled in a'manner that makes
this clear. ‘

To accqmmodat?tﬁﬂ; inser;igl}. Y
proposed §101.62{c)(1) through (c)(3) is
being rec% )i ated as § 1?1.&(;‘:“1)(2)“ b
thro c}{4), respectively. It should be
note‘;gtl;mt proposed §101.62(c) required
that all foods bearing claims about
saturated fat should disclose the amount
of total fat and cholesterol in the food
in immediate proximity to such claims.
As discussed in response to comment .
138 of this document, the provision on
the disclosure of cholesterol with these
claims js required by.section
403(r)}(2){A}iv).of the act. Béecause FDA
is now defining the term “saturated fat
free,” the provision on the disclosure of
total fat is revised to require the
disclosure of total fat with. g “'saturated
fat free” claim unless the food contains
less than 0.5 g of total fat per reference
amount (i.e., unless the food meets the
definition of “fat free”), in which case
the amount of total fat need not be
disclosed. The agency concludes that
disclosure of the amount of total fat is
necessaty:when a “saturated fat free”
claim i#‘timde for a food that is not “fat
free”” to prevent consumers who do not
differentiate between a “saturated fat
free” and “fat free” claiin from being
misled by a “saturated fat free” claim
(see comment 139 of this document for
related discussion).

112. One comment requested that
FDA define the term “very low
saturated fat” as less then 0.5 g per
serving. This comment stated that
“saturated fat free” should be defined as
less than 0.25 g per serving. Other
comments requested that FDA define
“very low” claims for other nutrients,

The agency rejects this request
because it concludes that “saturated fat
free” should be defined as less than 0.5
g per serving, as explained in the
previous comment. Defining the term
“very low saturated fat” is unneces
because'the proposed value for “low
saturated fat” is only double the value
for *“saturated fat free.”” Furthermore, the
agency is not defining any new *‘very

low" terms because it believes that
consumers would be cotifused by these
terms in addition to_the “free” terms.
The term “very Jow sodium"” is being
retained becayse it has been.in use for

a number of years and is defined as 35
mg or less of sodium per serving, which
is 7 limeg the culaft lvghfor “Sadizm
free” and pne-quarter of the cutoff level
for “low sodium.” Accofdingly, the
agency is not defining “very low

saturated fat.”
* viii, Cholesterol free. 113. Most of the
comments on the definition of the term

“cholesterel free” supperted the
definition in proposed- § 101.62(d)(1) of
less than.2 mg of cholesterol per
serving, A few comments disareed.
Some of'the latter comments stated that
a “cholestera) fiee” claim is misleading
if the food contains any cholesterol. One
of these comments spggested that a
“cholesterol free” claim be
accompanied by the statement, “this
product may contain up to 2 mg of
cholesterol.” Other comments stated
&at “cholesterol free” shta:ld‘be lg:s

an 5 mg per serving, so that nonfat
dairy pmﬁt;pcts\can méke this-claim, One
of these comments ssid that changing
the requirement to:5 mg or less-would
be an ingentive4n food manufacturers to
reformulate produéts so as to make this

claim. Another comment safd that FDA

has failed to gstgblish that 5 mg.of .
cholesterol would not »dmbemﬁémﬁly
insignificant.

e agency is not persuaded that the
proposed value of less than 2 mg of
cholestérol per serving should be
changed or needs to-be defined on the
label. The agency selscted this value
because it répresents the typical lifrit of
reliable detection for existing analytical
methods. A value of zero is not an
option because it is analytically
impossible to measure. Furthermore, 2
mg per serving is low enough compared
to the DRV for cholesterol, which is 300
mg, to be considered dietarily and
physiologically insignificant. As
discussed in the tentative final rule on
cholesterol terms of July 19, 1990 (55 FR
29456 at 20460), FDA believes that a
limitation of 5 mg for the term
“cholesterol free” is misleading. A
person who censumes foods labeled as
“cholesterol free” would expect that
they would net contribute significantly
to the cholesterol levels of his or her
diet. Yet the consumption of 5 to 10
foods per day containing up to 5§ mg of
cholesterol per serving could furnish 25
to 50 mg of dietary cholesterol. This
amount of cholesterol cannot be
considered to be insubstantial, -
Moreover, the analytical limits on
detecting cholesterol support a lower
limit than 5 mg. Accordingly, the

ansd
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agency has not revised the definition of
*‘cholesterol free.”

114. A couple of comments said that
consumers are confused when they see
ingredients containing cholesterol in the
ingredient statement of foods bearing
“cholesterol free” claims.

The agency agrees that consumers
may be confused by reading that eggs,
for example, are listed as an ingr:gigent
of a food bearing a “no cholestsrol”
claim. The agency has reviewed these
comments with the many comments on
fat being added to foods labeled as “fat
free.” The agency has been persuaded
by these comments that a clarification of
this issue is needed to avoid consumer
confusion. The agency believes that it is
the listing of ingredients, such as eggs,
that creates the confusion. Accordingly,
the agency is revising
§ 101.62(d)}(1)(i}(B) and (ii)(B) in the
final rule to require that the listing of
ingredients that are generally
understood by consumers to contain
cholesterol be followed by an asterisk
that refers to a disclosure statement
appearing below the list of ingredients.
The statement shall read: “adds a trivial
amount of cholesterol,” “adds a
negligible amount of cholestercl,” or
“adds a dietarily insignificant amount of
cholesterol.” The agency points out that
because of these inserted sections,

roposed § 101.62(d)(1)(i)(B) and
?d)(l)(i)(C) are redesignated as
§101.62(d)(1)(i)(C) and {d)(1)(i}(D), and
proposed § 101.62(d)(1)(if)(B) through
{d)(1)(ii)(E} are redesignated as
§ 101.62(d)(1)(ii)(C) through (d)(1)(ii)(F).

115. A few comments requested that
FDA ban all cholesterol content claims.
The comments argued that dietary
cholesterol has an insignificant impact
on blood cholesterol levels compared to
saturated fat, and that the response to
dietary cholesterol varies from
individual to individual.

The agency is dan{ing this request.
The Surgeon General’s report (Ref. 4)
and the NAS report “Diet and Health,
Implications for Reducing Chronic
Disease Risk"” (Ref, 12) considered the
evidence on the effect of diet on an
individual’s health. One of the main
conclusions from these reports is that
consumption of diets high in fat,
saturated fat, and cholesterol is
associated with increased risk of
developing certain chronic diseases.
These reports recommended that
Americans reduce their consumption of
these substances in their diets, To help
Americans achieve this goal, the 1990
amendments authorize FDA to define
nutrient content claims, including those
relating to cholesterol content.
Accordingly, the agency is not revising
the final m{e to ban cholesterol claims.

116. The agency received a number of
comments on the proposed saturated fat
threshold (i.e., limit) that allows foods
bearing *no.cholesterol” claims as well
as other cholesterol claims to contain
only 2 g or less of saturated fat per
serving. About 20 comments opposed
this threshold. About half as many
comments supported the proposed rule
and stated that a threshold of 2 g or less
of saturated fat per serving is
appropriate. One comment stated that
this threshold should have a second
criterion of 15 percent or less of energy
(calories) from saturated fat. Similarly,
another comment favored a secend
criterion of 6 percent or less of saturated
fat on a dry weight basis. The comments
recommending a different threshold
were almost evenly divided between a
higher value and a lower value. One
comment requested that the threshold
apply only to “cholesterol free” and
“low cholesterol” claims, not to
comparative claims. Other comments
stated that foods bearing cholesterol
claims should contain no saturated fat,

Many of the comments opposing the
threshold on saturated fat with
cholesterol claims were from
manufacturers of dairy products that
have up to 95 percent of their
cholesterol removed. These products
contain more than 2 g of saturated fat
per serving. The comments stated that
cholesterol claims should be allowed on
these products regardless of their
saturated fat content. They contended
that the proposed saturated fat threshold
is inappropriate and unduly restrictive
because the relationship of cholesterol
and saturated fat has not been
satisfactorily defined. A few comments
against the threshold favored disclosure
of saturated fat. One comment said that
disclosure of saturated fat, rather than a
threshold, would be more consistent
with the 1990 amendments (section
403(r)(2)(A)(iii)(1T) of the act). They
stated that a saturated fat threshold
based on section 403(zr)(2)(A)(vi) of the
act fails to take into account the fact that
certain foods containing more than 2 g
of saturated fat may contain
“substantially less” cholesterol than
foods for which they might substitute.

Some-of the comments for a higher
threshold recommended a value of 3 g
or less of saturated fat per serving. The
comments said that this threshold
would allow nuts and peanut butter to
make a “no cholesterol” claim, A few
comments stated that the threshold
should be 4 g or less to be consistent
with the level of saturated fat above
which risk is likely to increase and
disclosure is required. One comment
stated that consumers believe that -
cholesterol is found in all fats and oils.

They argued that claims are needed to
help ¢ponsumers select foods that do-hot
contain cholesterol, rather than foods
that do contain cholesterol (6.g.,
margarine for butter).

ost of the comments for a lower -
threshold recommended 1 g or less of
saturated fat per serving and 15 percent
or less of calories from saturated fat, to
be consistent with the definition of “low
in saturated fat.” One comment
suggested that the first criterion be 1.5
g or less of saturated fat per serving, and
another comment suggested that the
second should be no more that 7
calories from saturated fat per 100
calories.

These comments were concerned that
the threshold proposed would
encourage a proliferation of
inappropriate cholesterol claims. Also,
they were concerned that consumer
education efforts would be hampered by
a saturated fat limit of 1 g for “low in
saturated fat” claims, of 2 g for
cholesterol claims, and of 4 g for
disclosure of saturated fat (e.g., a
product bearing a sodium claim that
contains more than 4 g of saturated fat
per setving must disclose: “See
[appropriate panel] for information on
saturated fat and other nutrients"). The
comments encouraged FDA to strive for
consistency along with strictness and
sig;{licity. '

e agency is not persuaded that the
saturated fat threshold should be
sliminated or changed. FDA finds that
there is general scientific agreement on
the relationship between saturated fat
and cholesterol and seram chaolesterol
levels. In the general principles
proposal (56 FR 60421 at 60426), the
agency noted that under section
403(r)(2)(A)(vi) of the act, it can by
regulation prohibit a nutrient content
claim if the claim is misleading in light
of the level of another nutrient in the
food. Further, FDA stated that it has
tentatively made such a finding with
regard to cholesterol claims and the
presence of saturated fat, as fully
discussed in the fat/cholesterol proposal
(56 FR 60478 at 60495). FDA pointed
out that NAS’s “Diet and Health” report
(Ref. 12) stated that *saturated fatty acid
intake is the major dietary determinant
of the serum total cholesterol and low-
density lipoprotein (LDL) cholesterol
levels in populations and thereby of
coronary heart disease risk in
populations” (56 FR 60482).
Furthermore, an FDA survey has found
that consumers are interested in
cholesterol content claims because they
believe that eating foods with no orlow
cholesterol will have a signili :ant effect
on their blood cholesterol levels and on
their chances of developing heart
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disease (Ref. 16). Consequently, FDA
continues to believe that to ensurg that
cholesterol claims do not mislead
consumers it is necessary to permit their
use only when the foods also contain
levels of saturated fat that are below a
specified threshold level. Accordingly,
the agency is denying the requests to
eliminate the threshold. This decision
acgplies to “cholesterol free,” ‘low

olesterol,” and comparative
cholesterol claims.

The agency does not agree that
disclosure of the amount of saturated fat
in proximity to a cholesterol claim is
sufficient to prevent consumers from
being misled. As stated aboves,
consumers expect foods with
cholesterol claims to affect blood
cholesterol levels, and saturated fat is
the major dietary determinant of blood
cholesteral levels. These expectations
are not met if disclosure of saturated fat
is permitted because the saturated fat is
still present. Therefore, the agency is
also denying the request to allow
disclosure of saturated fat instead of a
threshold.

Additionally, the agency does not
agree that the saturated fat threshold
should be a higher value or a lower
value. The rationale for the threshold
level of 2 g or less of saturated fat per
serving is explained in the July 19,
1990, tentative final rule (55 FR 29455
at 29458). In summary, the value is
consistent with the recommendations of
recent dietary guidelines (Refs. 7, 12,
and 17) that saturated fat intake should
be less than 10 percent of calories. The
agency believes that a saturated fat level
that exceeds 2 g would make a
cholesterol claim misleading because
consumer expectations woutd not be
met if such s food is not consistent with
the recommendations of the guidelines
with respect to saturated fat. For this
reason, the agency concludes that levels
of 2 g or less are not misleading and
finds no basis for lowering the threshold
below 2 g. .

A review of the composition of food
shows that a reasonable number of foods
qualify for cholesterol claims under the
criteria that FDA is establishing. For
example, a number of oils including
saybean, corn, safflower, and olive oil,
qualify for a "“no cholesterol” claim (Ref.
6). Accordingly, the agency is denying
the requests to change the threshold.

Finally, the agency is not persuaded
that it is necessary for the threshold to
have a second criterion. The agency
proposed a second criterion of 6 percent
or less saturated fat on a dry weight
basis in the July 19, 1990, tentative final
rule (55 FR 29456). In response to
comments stating that the second
criterion was unnecessary and would

unfairly penalize foods that have a high
moisture content, the agency proposed
to eliminate this provision. The agency
still agrees that this provision is
unnecessary and is not persuaded by the
comments herein to reverse this action.

117. At least one comment suggested
that a food bearing a *“cholesterol free”
claim should have a 3 g limit on fat
content. Another comment believed that
such a food should be “fat free.”

The agency disagrees with these
comments because it has concluded that
disclosure of fat on a food bearing a
*“cholesterol free” claim is preferable to
a fat limit as fully discussed in response
to comment 143 of this document. The
agency does not find that a cholesterol
claim on the label of a food containing
high levels of fat is misleading when the
fat amount is disclosed in proximity to
the claim because total fat per se does
not affect blood cholesterol levels.

118. A few comments stated that a
“cholesterol free” claim is misleading
on a product that contains trans fatty
acids. These comments stated that
consumers select foods that contain no
cholesterol to lower their blood
cholesterol Jevels and argued that trans
fat’%acids increase these levels.

@ agency understands the concerns
about trans fatty acids expressed in
these comments and has requested data
on this issue. However, as discussed in
comment 111 of this document, a
review of the information submitted and
of the published literature shows that
the evidence that suggests that trans
fatty acids raise serum cholesterol
remains inconclusive, as fully discussed
in the final rule on mandatory nutrition
labeling published elsewhere in this
issue of the Federal Register. For this
reason the agency believes that a “no
cholesterol” claim on a food containing
trans fatty acids is not misleading.
Accordingly, the agency is making no
change in the final rule in response te
these comments. However, as explained

- in comment 111 of this document, the

agency has included a limit for trans
fatty acids as a criterion for a “saturated
fat free claim,” because of the
implications of that claim and the
particular importance of that claim.

2. Low

In the general principles and fat/
cholesterol proposals (56 FR 60421 and
60478), FDA proposed to define the
term “low”’ for total fat, saturated fat,
cholesterol, sodium, and calories. The
agency stated that it did not believe that
the term “low” should necessarily mean
that a nutrient is present in a food in an
inconsequential amount, as with “free,”
but rather that the selection of a food
bearing the term should assist

consumers in assembling a prudent
daily diet and in meeting overall dietary
recommendations to limit the intake of
certain nutrients.

FDA proposed the terms “little” or
“few,” “‘small amounts of,"” and “low
source of” as synonyms for the term
“low” and specifically requested
comments on how consumers
commonly understand the meaning of
all these terms. The agency also asked
whether the terms are in fact
synenymous.

FDA also proposed that “low” claims
used on foods that inherently contain
low levels of a nutrient must refer to all
foods of that type and not merely to the
particular brand to which the labeling is
attached. The agency requested
comments on this provision.

a. General comments. 119. A few
comments addressed the concept of
using 2 percent of the DRV per serving
as the starting point in defining “low"
claims, These comments questioned
FDA'’s statement that 2 percent or more
of the DRV is a “mea:.irable amount.”
They said that amounts under this level
could be measured accurately as
evidenced by the fact that less than 0.5.
g of fat per serving, or less than 1
percent of the proposed DRV, is the
cutoff proposed for the ‘“fat free” claim.

The agency agrees with this comment
that amounts of fat less than 2 percent
of the DRV for this nutrient can be
measured accurately. The agency
believes that, in general, less than 0.5 g
of fat per serving represents the cutoff
below which fat cannot be measured
accurately in all food matrices and thus
was the level chosen to define “fat free”
(56 FR 60484, November 27, 1991). The
agency acknowledges that its discussion
of a “measurable amount” being 2
percent or more of the DRV of a nutrient
in a serving of a food is not clear (56 FR
60439). This terminology was taken
from § 101.3(e), issued in 1977, which
describes how foods are to be named,
and under what circumstances the word
“imitation” must precede the name of a
food that has a decreased level of an
essential nutrient. FDA determined that
nutrients present at a level of 2 percent
or more of the U.S. RDA were present
in a “measurable amount” and thus
were of sufficient importance to be
considered in deciding whether a
substitute product should be labeled as
an “imitation.”

In the proposed rule, the agency
selected less than 2 percent as the
starting point in defining “low"” claims
based on the precedent established in
§ 101.3(e) that a decrease of a nutrient
in a food by this amount was not
sufficiently important to the diet to
justify concern. Thus, the agency
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tentatively concluded that this level was
appropriate to use in defining “low.” In
this context, the agency did not mean to
imply by the words “measurable
amount” that lower amounts could not
be measured. Given this explenation,
the agency concludes that no changes
are necessary in response to thess
comments.

120. At least one comment requested
that the définitions for the nutrient
content claims *“free” and “low" not
overlap. For example, “low cholesterol”
should be defined as 2 to 20 mg of
cholesterol rather than less than 20 mg
of cholesterol per serving.

The agency agrees that a “low” claim
on a product that could make a “free”
claim could be confusing. However,
FDA concludes that it is not necessary
to make these definitions mutually
exclusive because it is unlikely that a
“low” claim would be used on a food
that is eligible to bear a ““free” claim.
Accordingly, the agency is denying this
request. However, the agency advises
manufacturers to use the most
appropriate claim to avoid confusion,

121. A few comments requested that
FDA define “low sugar.” One comment
requested that FDA define this term as
3 g or less of sugar per serving or less
than or equal to 10 percent sugar for the
cereal cat ,’This comment stated
that because there is such a large
number of products from which to
select, it is important that cereals that
are low in sugar be able to communicate
this fact to consumers. Of the 180
products that label sugar content, about
20 percent contain 3 g or less of sugar
per serving. Also the comment stated
that 3 g of sugar provide 12 calories,
which is 10 percent of the calaries
contributed by a typical 1-ounce serving
of cereal. This comment also requested
that “very low sugar” be defined as one-
half of the quantity for “low sugar” or
1 g or less of sugar per serving. Another
comment recommended a definition of
5 g or less of sugar per serving. This
comment stated that presently 20
percent of adult caloric intake is
attributed to sugar. Using an arbitrary 25
percent decrease in this level, a
reference diet of 2000 calories, and 20
servings per day, the comment
computed a value of 5 g for the cutoff.
Using the same rationale, this comment
requested that “very low sugar'’ be
defined as 3 g or less of sugar per
serving,

The agency does not believe that these
comments provide an acceptable basis
for defining “low sugar.” The fact that
20 percent of cereals may contain 3 g or
less of sugar per serving is not a
sufficient reason to define “low sugar”
in this manner, even for cereal.

Likewise, a value based on a 25 percent
decrease from current intake is not a
sufficient basis to define this term. To
be consistent with the approach the
agency has taken for éther “low”
definitions, a definition for a “low”

level of sugar would have to relate to the

total amount of the nutrient
recommended for daily consumption, as
discussed in the general principles

raposal (56 FR 60439); However,
gecausa the available consensus
documents do not provide quantitative
recommendations for daily intake of
sugars, FDA is not proposing a reference
value for this nutrient. The agency
concludes that without a reference value
for sugar intake, the term “low sugar”
cannot be defined. For the same reason,
the agency is also not defining the term
“very low sugar.” Accordingly, the
agency is not accepting the
recommendations of this comment. The
agency poirits out, however, that much
of the information that these comments
seek to convey can be communicated by
use of a “reduced sugar” or “less sugar”
claim made in accordance with new
§101.62(c)(4).

b. Synonyms for low. Several
comments discussed synonyms for the
descriptive terms “low” and “very low"”
that FDA defined in the general
principles and fat/cholesterol proposals.
The agency notes that it defined “very
low” only in the context of sodium
claims (i.e., “very low sodium”).

122. One comment offered the term
“lowest” as a synonym for “low” and
suggested that it be applicable to all
nutrients for which FDA is defining
“low" nutrient content claims.

FDA disagrees with this comment
because “lowest” is a comparative term
that describes the position of a product
with regard to one or more of its
attributes relative to that of other
products within a particular category.
Therefore, FDA beﬁeves that “lowest” is
not an appropriate synonym for “low,”
and the agency is not adopting this
suggested term. ,

123. Two comments suggested that
terms like “short” or “small" be
permitted as synonyms for “low.”

These comments did not provide
supporting information to persuade the
agency that consumers commonly
understand the terms “short” or “small”
to have the same meaning as "low.”
Therefore, FDA is not providing for the
use of any of these terms as synonyms
for “low” at this time, However the -
agency advises that interested persons
may submit a synonym petition for the
use of any of these terms as prescribed
in § 101.69 of this final rule. The agency
%as, however, provided for the use of “a

sxlnall amount of”* as a-synonym for
4" ow'.’

124, One comment offered the terms
lldab.l! Jldash.” l‘hardly.ll
“insignificant,” “minimum,”
“negligible,” “next to nothing,”
ldpiﬁch'" lls’light'l' (lamidgeon')l ‘ltinge,"
“m"fi‘l," (gﬁny’n "tmmﬁ} ” or uv’ary
little"" as synonyms for “‘very low,”

The agency notes that it has defined
the term “very low” only for of sedium
content claims and has not provided for
any synonyms for this term. The
comment did not provide supporting
information to persuade the agency that
consumers commonly understand the
tﬂl'ms “dﬂb,” “daah." "hardly,”
“insignificant,” “minimum,”
“‘negligible,” “next to nothing,”
"pinch.” “slight." "midgeon," "tinge."
utrivialln "tiny." “tOuCh," or uvery
little” to have the same meaning as
*“‘very low.” Therefore, FDA is not
providing for the use of any of these
terms as synonyms for “very low” at
this time. However the agency advises
that interested persons may submit a
synonym petition for the use of any of
these terms as prescribed in § 101.69 of
this final rule.

¢. Specific definitions. i. Low and very
low sodium.

125. Some comments disagreed with
the agancy’s proposal to retain 140 mg
as the level for “low sodium,
contending that the basis of the
definition for this term should be
consistent with that for other nutrients,
which would result in “low sodium”

.being defined as 96 mg or less per

serving, i.e., 4 percent of the DRV. One
comment specifically opposed lowering
the criterion to 96 mg per serving,
noting that it is important to retain
consistency with existing definitions.
Others argued that the sodium/salt
sensitive portion of the population is
small in number, so that there would be
little public health benefit in reducing
the “low sodium” definition. Other
comments generally contended that
consumers are familiar with 140 mg
through its widespread use in
describing “low sodium” foods over the
last 8 years, and that there have been no
apparent problems. One comment
proposed that “low sodium” claims
should be allowed on foods containing
10 percent of the DRV, per serving or
per 100 g. It provided no basis for this
suggestion which would result in
increasing the cutoff level for “low
sodium” foods from 140 mg to 240 mg,.

The agency has reviewed the
comments and is not persuaded to
change the proposed definition for “low
sodium.” As discussed in the general
principles proposal (56 FR 60421 at
60441) and noted by some of the
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comments, the descriptive terms for
sodium have been in use for
approximately 8 years, and the agency
believes that consumers are familiar
with them. In general, comments
received in response to the 1989
ANPRM and at the public hearings that
followed, did not indicate a need for
change, and most of the comments to
this rulemaking supported the existing
criteria, even though it was not derived
in the same manner (i.e., which would
have yielded a value of 96 mg per
serving) as other “low” claims, -

The agency also disagrees with
comments suggesting a definition for
“low sodium” of 240 mg per serving. If
the definition were established at this
level, a person could easily exceed the
DRV for sodium {e.g., if more than 10
foods are consumed per day which are
“low sodium"’). This result would be
inconsistent with dietary
recommendations and with the
approach that FDA is taking in defining
other terms. As discussed in the general
principles proposal (56 FR 60421 at
60439), the agency believes that the
selection of a food bearing the term
“low” should assist consumers in
assembling s prudent daily diet and in
mesting overall dietary
recommendations to limit certain
nutrients. Therefore, the agency is
retaining its criteria for “low sodium”
claims,

126, Many comments agreed with the
proposed definition for “very low
sodium,” stating that it is useful and has
come to be understood by consumers.
However, one comment stated that the
term is not necessary.

The agency has reviewed the
comments and is not persuaded to
change the proposed definition for
“very low sodium."” “Very low sodium
foods" will be useful to individuals in
the population wishing to reduce their
total sodium inteke to a more moderate
level and will be especially useful to
individuals on medically restricted diets
{see 56 FR 60441). In general, comments
received in response to the 1989
ANPRM and at the public hearings did
not indicate a need for change, and most
of the comments to this rulemaking
supported keeping the existing criteria.
Therefore, the agency is retaining 35 mg
as the eligibility level for “very low
sodium” claims.

ii. Low calorie. 127, Many comments
agreed with the agency's definition of
“low calorie.” Some comments,
however, disagreed. One comment
suggested that “low calorie” be defined
at 4 percent of the DRV or RDY, rather
than the 2 percent. One comment
suggested that the maximum calorie
level was too low, and that only a fow

products would qualify to make a “low
calorie” claim,

The agency agrees with the majority
of the comments that 40 calories or less
is the appropriate per serving criterion
for the “low calorie” definition. FDA is
not persuaded by the comments or by its
own review of the calorie content of
foods (Ref, 18) that increasing the per
serving allowance in the definition of
“low calorie” is prudent if the term is
to be useful to consumers attempting to
control their intake of calories.

As explained in the general principles
proposed rule (56 FR 60439), FDA is
defining a “low" claim for a nutrient
that is ubiquitous in the food supply as
an amount equal to 2 percent of the DRV
for the nutrient. While a DRV for
calories has not been established, FDA
used a reference caloric intake of 2,350
calories for reviewing the definition of
“low calorie” and for establishing DRV's
for other nutrients. As discussed in the
RDU/DRY final rule published elsewhere
is this issue of the Federal Register,
FDA has changed the reference caloric
intake to 2,000 calories. Using the
general approach described above, 2
percent of 2,000 calories computes to 40
calories. Accordingly, the agency is not
changing the per reference amount
criterion for the definition of “low
calorie.”

. 128, One comment suggested that the
definition of *'low calorie” should be
based on foods that can be eaten freely
without adding significantly to the
caloric content of the total giet.

FDA disagrees with this comment.
The term “calorie free” already
describes foods that can be eaten freely
without adding significantly to the
caloric content of the total diet.
Accordingly, the agency is not defining
“low calorie” in this manner.

iii. Low fat. 129, Only a few comments
supported proposed § 101.62(b)(2) that
defines ““low fat” as 3 g or less per
serving and per 100 g of the food. Most
of the comments on this issue objected
to the second criterion of 3 g or less per
100 g. Some of these comments
suggested alternatives to the second
criterion.

The second criterion for the term
“low fat,” as well as the second
criterion for the other “low” terms, has
been discussed in section HI.A.1.b. of
this document on the general approach
to nutrient content claims, In this
section, the agency is addressing the
comments on the first criterion of 3 g or
less per serving. .

The majority of the comments
recommended that *“low fat” remain at
3 g or less per serving. About 20
comments requested that the cutoff be 4
g or less per-serving. These comments

argued that defining “low fat” in this
manner could still lead to a significant
reduction of fat in the total diet as well
as allow more flexibility for product
development. A few comments
requested that the cutoff be at more than
4 g per serving.

Soms of thie comments that requested
that the cutoff be 4 g or less presented
the following rationale: A diet of 2,350
calories per day with 30 percent of
calories me fat allows a maximum of
78 g of fat per day. The typical adult
consumes 20 servings of food per day.
These comments estimated that 13 of
these servings contain fat. Dividing 78 g
by 13 gives an average of 6 g of fat.
Based on this reasoning, 4 g of fat would
be below the average of 6 g (a 1/3
reduction) and could be considered to
be “low fat.”

These comments pointed out that if
each of 13 servings of foods contained
4 g of fat, the total amount of fat would
be only 52 g, well short of 78 g. Another
comment based its calculations on 10
servings of food containing fat. It
observed that if 5 of 10 fat-containing
foods had 4 g, they would provide 20 g
of fat in the diet. Thus, the other §
servings could contain 11 g of fat each
for a total of 75 g, which was the
proposed DRY for fat. Other comments
stated that 4 g or less of fat per serving
is appropriate because even if all 20
servings of food a day contained 4 g of
fat (i.e., less than 5 percent of the DRV),
the daily total would slightly exceed the
DRV.

The agency agrees with the majority
of the comments that 3 g or less of fat
is the appropriate per serving criterion
for the “low fat” definition. FDA is not
persuaded by the comments or by its
own review of the fat content of foods
(Ref. 19) that increasing the per serving
allowance in the definition of “low fat”
is necessary or prudent if the term is to
be useful to consumers attempting to
control their intake of fat.

As explained in the fat and
cholesterol proposed rule (56 FR 60486),
FDA is defining a “low” claim for s
nutrient that is ubiquitous in the food
supply as an amount equal to 2 percent
of the DRV for the nutrient. To arrive at
a definition when a nutrient is not
ubiquitous, the agency proposed to
increase the 2 percent amount to adjust
for such a nutrient’s uneven distribution
in the food supply. This adjustment
racognizes the practice of dietary
planning in which a person consumes,
in a day, a reasonable number of
servings of foods labeled as “low,”
balanced with a number of servings of
foods that do not contain the nutrient in
?uestion and a number of servings of

oods that contain “he nutrient at levels



Federal Register / Vol. 58, No. 3 / Wednesday, January 6, 1993 / Rules and Regulations

2337

above the “low” level and is still able
to stay comfortably within the
guidelines of the various dietary
recommendations (Refs. 7, 12, and 17)

Wiih respect to fat, current dietary
guidelines recommend that a person
consume a maximum of 30 percent of
calories from fat, which in a diet of
2,000 caloriss per day would allow for
consumption of a maximum of 67 g of
fat r. - day FDA is adopting this value
rounded {o 65 g as the DRV for fat. Two
percent of the DRV is 1.3 g, which
rounded to the nearest one-half g would
be 1.5 g.

The agency is not using 1.5 g as the
cutoff of a “low fat” claim, however,
because fat is not ubiquitous in the food
supply. Because fat is not ubiquiious
but is found in more than a few food
categories, FDA concludes that an
appropriate upper limit for & “low fat”
claim should be set at two times 2
percent of the DRV or 3 g per serving.
The agency remains convinced that this
amount is a reasonable definition for
“low fat” because an average level of 3
g in 16 to 20 servings of food per day
{balancing the number of foods that do
not contain fat with those that contain
higher levels of fat to yield an average
of 3 g of fat per serving) would supply
48 to 60 g of fat daily, within the DRV
of 65 g of total fat. An average level of
4 g in 16 to 20 servings would supply
64 to 80 g of total fat, exceeding the
DRV Similarly, an average of 5 g would
supply 80 to 100 g of fat. For this reason
the agency concludes that 4 g or more
of fat per serving is not an appropriate
definition for “'low fat.” Accerdingly,
the agency is not making the suggested
change.

130. Some of the comments that
requested that FDA change the
definition of ““low fat” (proposed
§101.62(b}{2)} to 4 g or less of fat per
serving also requested that FDA define
“very low fat.” They stated that 2 g or
less of fat per serving could be
considered “very low fat” if 4 g or less
of fat were the definition of “low fat.”
One comment offered the rationale that
on a per serving basis, “very low fat”
should be 0.5 g to 2 percent or less of
the DRV (based on 75 g of fat) for fat,
and “low fat” should be 5 percent or
less of the DRV,

The agency is rejecting this
recommendation because it is based
upon an increase in the proposed
definition of "low fat,” which the
agency is not making as explained in the
previous comment. Also, as discussed
in response to comment 124 of this
document, additional “very low” terms
will be confusing to consumers.
Accordingly, the agency is not defining
“very low fat.”

131, At least one comment
recommended that “'low fat” foods be
defined only as those foods containing
no more than 3 g of fat per 100 g. The
reason given for this recommendation is
that it would simplify the comparison of
foods.

As explained in response to a similar
suggestion for “fat free” claims (see
comment 98 of this document), FDA
does not believe that this approach
alone is appropriats for the definition of
nutrient content claims because it does
not adequately account for the way
foods are consumed.

132. A few comments objected to the
agency’s approach of defining “low fat”
in terms of g of fat per serving (proposed
§ 101.62(b}{(2)(i)}). One comment
recommended that a “low fat"’ food be
defined as a food having no more than
30 percent of calories derived from fat,
Other comments recommended limits of
25 percent and 20 percent of calories
derived from fat. Similarly, another
comment stated that a “very low fat”
food should have no more than 10
percent of calories derived from fat.

The agency disagrees with this
suggestion for several reasons. Dietary
recommendations to obtain no more
than 30 percent of calories from fat are
aimed at the total diet, not at individual
foods. The agency beligves that
expressing claims in terms of g per
serving as the basis for all “low”
nutrient content claims is preferable
because this amount is absolute. The
percent of calories from fat varies
disproporticnately with the total
number of calories in a food. If the
number of calories is low, the percent of
calories from fat can be relatively high.
For example, the percent of calories
from fat for radishes is over 25 percent.
Thus, they would not be considered a
"“low fat” food using one of the
approaches suggested. In fact, radishes
contain only about 0.3 g of fat per
serving and qualify as a “fat free” food
using FDA’s approach. Consequently,
FDA concludes that the requested
approach can be extremely misleading
especially when applied to certain
categories of foods that are consistent
with recommended diets (e.g., fresh
fruits and vegetables).

Furthermore, FDA recognizes that
consumers are most familiar with
nutrient content claims being expressed
in terms of g per serving. Comments that
the agency has received in response to
the 1989 ANPRM and in the public
hearings that followed also supported
continued use of serving sizes in the
definition of nutrient content claims, as
did the IOM report (Ref. 14). Finally,
one of the goals of nutrient content
claims is to help consumers construct a

diet that is consistent with dieta
guidelines. Claims based on absolute
per serving amounts are much easier to
use in this way than claims based on
percentages computed for the individual
food. Accordingly, the agency is not
defining “low fat” in terms of percent of
calories from fat.

133. A number of comments
suggested that FDA should vary the
quantitative definition of “low fat”
according to food category and
designate as "'low" those foods that are
relatively low compared to other foods
in the same food category. In support of
this approach, the comments argued

that a single criterion may cause
consumers to avoid food cateoories in

FRLREIITAG LU GV U AUV LRWDRVIAYS 1

which no foods qualify for a claim,
making the task of educating consumers
about appropriate choices within those
categories mere difficult.

The agency considered this approach
and is rejecting it for the reasons
discussed in the general principles
proposal (56 FR 60421 at 60439). In
summary, the agency believes that
relative claims can be used to highlight
certain foods in the same foed category.
The use of different criteria for “low fat”
foods in different food categories would
make it difficult for consumers to
compare preducts across food categories
and to substitutse one food for another in
their diets. Furthermore, this approach
would make it possible for some foods
that did not qualify to use the nutrient
content claim to contain less fat than
foods in other categories that did
qualify. FDA has received many
comments asking for consistency among
nutrient content claims to aid
consumers in recalling and using the
defined terms. In addition, the IOM
report (Ref. 14} recommended such
consistency. None of the comments
provided any basis for why these factors
should not be controlling. Accordingly,
the agency will not vary the quantitative
definition of “'low fat” from food
category to food category.

134. At least one comment suggested
that foods be described as “low fat" if
they contain one-third less fat than the
“regular” food,

A disagrees with this terminology
because it believes it is not appropriate.
However, FDA agrees that foods with a
one-third reduction in fat content
compared to an appropriate reference -
food should be able to make a claim and
is providing in new § 101.62(b){4) that
such foods may be described as
“reduced fat” or “less fat.”
Consequently, the agency concludes
that no change is warranted in response
to this comment.

135. One comment suggested that a
food that is “low fat” should also be
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“low cholesterol,” and that the
descriptor should be “low fat/low
cholesterol.” Using the same rationale,
the comment suggested that the claim
“fat free/cholesterol free" be used in
place of “fat free” and “chplesterol
free.” Another comment expressed
concern about “fat free” being used to
describe foods that contain high levels
of cholesterol.

The agency believes that this
approach is overly restrictive and is not
in accord with section 403(r){2)(B){ii) of
the act, which provides that cholesterol
should be identified on the PDP (i.e.,
“See panel for information
on cholesterol and other nutrients”)
only at levels associated with increased
risk taking into account the significance
of the food in the total diet. The agency
has determined that these levels for
cholesterol are those exceeding 20
percent of the DRV or 60 mg of
cholesterol per reference amount, per
labeled serving size, or, for foods with
reference amounts of 30 g or less or 2
tablespoons or less, per 50 g of food.
Section 403(r)(2)(A) of the act, which
makes special pravisions for cholesterol,
saturated fat, and fiber claims, makes no
such provision for fat claims.
Accordingly, the agency is making no
change in response to these comments.
The agency notes that it is unaware of
" any “fat free” foods that contain 60 mg
cholesterol.

iv Low saturated fat. 136. The agency
received several comments on proposed
§101.62(c)(1) which defines “low in
saturated fat” as 1 g or less per serving
and no more than 15 percent of calories
from saturated fatty acids. Most of the
comments supported the criterion of 1
g or less per serving. Other comments
requested that the cutoff be a higher
value. One comment stated that this
claim should be defined only in terms
of percent of calories from saturated fat
but did not suggest a percentage.
Another comment stated that it would
be more appropriate to permit this claim
on foods that are high in total fat and
relatively low in saturated fat but did
not make a specific recommendation.

The second criterion for the term
“low in saturated fat” is discussed in
comment 137 of this document. In this
section, the agency is addressing the
comments on the first criterion of 1 g or
less of saturated fat per serving.

The comments recommending a cuto.
of 2 g per serving stated that this value
would be consistent with Canada’s
definition of “low in saturated fat"* and
with the proposed saturated fat
threshold on cholesterol claims. They
pointed out that FDA's rationale for the
2 g threshold is that it is consistent with
current dietary recommendations that

10 percent of calories come from
saturated fat. One comment complained
that a cutoff of 1 g would resuli in
canola oil being the only oil able to bear
this claim. The comment said that this
oil is very minor in both production and
cansumption in the United States. It
alleged that FDA has failed to recognize
the strong body of scientific evidence
that consumption of polyunsaturated fat
lowers blood cholesterol. The comment
contended that in terms of its effect on

—~ P Sepiy SRy SR | ) e al T
- blood cholesterol, the effect of the low

saturated fat content of canola oil is
negated by its polyunsaturated fat
content. The comment said that it has
been shown conclusively in humans
that both corn oil and soybean oil are
better than canola oil in lowering serum
cholesterol. The comment argued that
the proposed definition “is clearly
discriminatory, arbitrary, and ill-serves
the U.S. industry and the consumer.”
Another comment, which supported a
definition of 2 g or less of saturated fat
per serving and no more than 15 percent
of calories from saturated fat, presented
data that it claimed showed that
saturated fat intake both for the total
population and the 90th percentile is
basically identical whether the first
criterion is 1 or 2 g per serving. It
concluded that a cutoff of 1 g would
unreasonably restrict consumer choices

- of foods with no dietary impact on

saturated fat.

The agency has reconsidered this
issue and agrees with the majority of the
comments that 1 g or less is the
appropriate per serving criterion for the
“low in saturated fat” claim, which is
the proposed value. FDA is not
persuaded by the arguments or by its
own review of the saturated fat content
of foods (Ref. 20} that increasing the per
serving allowance in the definition is
necessary or prudent if the term is to be
useful to consumers attempting to
control their intake of saturated fat. FDA
acknowledges that only a limited
number of fats and oils will be able to
make this claim but points out that in
addition to canola oil, high oleic
safflower oil, almond o}, apricot kernel
oil, and hazelnut oil qualify. Also,
mayonnaise type salad dressing and
various types of low calorie salad
dressings can make this claim. With
respect to the statement that corn ail
and soybean oil are better than canola
oil in lowering serum cholesterol, the
agency notes that this statement was not
supported by data in the comment.

As explained in the fat/cholesterol
proposed rule (56 FR 60486) and in the
section on "low fat” in this final rule,
FDA is defining "low fat” as 2 percent
of the DRV for fat times two to adjust
for the fat distribution in the food

supply, or 3 g of fat per serving. Using
the same approach for saturated fat and
the recommendation of current dietary
guidelines (Refs. 7, 12, and 17) that the
consumption of saturated fat be less
than 10 percent of calories, the agency
concludes that “low in saturated fat”
should be defined as 1 g or less per
serving.

This conclusion reflects the fact that
total fat and saturated fat have similar
distributions in the food supply. An
FDA analysis has determined that both
total fat and saturated fat are present in
over half of 18 USDA-defined food
categories (Ref. 21). For the purpose of
that analysis, a nutrient was considered
to be “present” in a food category if over
one-haff of the foods in the category
contained 2 percent or more of the
proposed DRV. Further, the agency
remains convinced that this amount is
a reasonable definition for “low in
saturated fat” because an average level
of 1 gin 16 to 20 servings of food per
day would supply 16 to 20 g of
saturated fat daily, within the DRV for
saturated fat of 20 g (§ 101.9(c)(9)(i)). An
average level of 1.5 g in 16 to 20
servings per day would supply 24 to 30
g of saturated fat, exceeding the DRV.
Similarly, an average level of 2 g would
supply 32 to 40 g of saturated fat. For
this reason, the agency concludes that
1.5 g or more of saturated fat per serving
is not an appropriate definition for “low
in saturated fat.”” Accordingly, the
agency is denying the requests that the
cutoff for the per serving criterion be
increased or eliminated.

137. Some comments recommended
that the second criterion in proposed
§101.62(c)(1), which defines “low in
saturated fat” as 1 g or less per serving
and no more than 15 percent of calories
from saturated fatty acids, be
eliminated, and a few comments
suggested that it be changed to a lower
value.

The comments that recommended
that the second criterion should be
eliminated said that this criterion
prevents claims on some of the foods
recommended by NCEP for lowering
saturated fat intake. Also, one comment
pointed out that when fat is reduced in
a food that is relatively low in saturated
fat, the percent of calories from
saturated fat is increased (i.e., a food
able to make this claim could be
disqualified by fat removal). Other
comments stated that the second
criterion is not needed because
manufacturers will no longer be able to
manipulate serving size. Furthermores,
one comment contended that there is no
evidence that foods that are nutrient
dense are consumed in excess. A few
comments said that “‘percent of calories
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from saturated fat” should apply to the
total diet, nat toindividual , and
that 15 percent is inconsistent with the
guidelines. Values of 10 ot and 7
pe‘ﬁ::lt is pamﬁed by th

 not @
comm::?t? t?at it should eliminats the
second criterion or lower this value. The
agency continues to believe that a
second criterion is needed to prevent
misleading “low” claims on nutrient-
dense foods with small serving sizes,
The secend criterion in the agency’s
definition for “low in saturated fat” is
for this purpose. A general discussion of
second criteria for “low”* claims may be
found in section B A.1.b. of this
document.

The agency agrees with the comment
that “percent of calories from saturated
fat’”’ generally should afplg to the total
diet, not to individual foods. For this
reason, the agency did not accept the
recommendation that a “low fat* food
should be defined as having no more
than 30 percent of calorfes derived from
fat as discussed in response to comment
132 of this document. The agency also
pointed out in comment 132 of this
document that for & given level of fat,
the “percent of calories fram fat" varies
with the total number of calories in a

food, that is, this approach focuses on
the relative amount of the nutrient
present in the food rather than the
absolute amount. If the rumber of
calories is low, the percent of calories
from fat is refatively high. The percent
of calories from saturated fat can
increase either by ine the amount
of saturated fat or by decreasing the
amount of total calories. As one
comment observed, removal of fat could
make the percent of calories from
saturated fat increese, conceivably
disqualifying & food from meking a "low
in saturated fat” claim. However, as
stated above, this second critarion is
necessary to prevent misleading “low in
saturated fat” claims. As explained in
the fat and cholestero] proposed rule (56
FR 60478 at 60492}, the agency salected
a second criterion of no more than 15
percent of calories from saturated fat
because it tentatively determined that
the approach used in selecting the
second criterion for the other “low"
claims yielded & criterion that was too
restrictive (i.e., Joss than 1 g of seturated
fat per 100 g of faod). Cousequenily,
FDA sought a different & and
considered the criteria of other nations.
FDA found merit in Canada’s approach
of no more that 15 percent of calaries
coming from saturated fat, although the
agency does not agree with Cansda’s
first criterion of 2 g er less of ssturated
fat per serving. While dietary
recommendations ave for less than 10

percent of calories in the diet being
provided by saturated fat, the fact that
saturated fat is not ubi in the
food supply would allow higher
amounts in those foods that contain

An examination of food composition
data (Ref. 20} roveals that a regulation
that allows foods conteining 1 g or less
of saturated fat per serving and no more
then 15 t of calaries from
saturated fat to make & “low in saturated
fat” claim results in a reasonable
number of foods being sble to make this
claim. These foods inclode most fruft,
vegetables, and graing; skim milk and
other dairy foods made from skim mmilk;
a few nondaity cream substitutes and
dessert toppings; egg substitutes;
mayonnaisa type. g low
calorie salad dressings, canola oil, and
high oleic safflower ofl; fish and
shellfish; many cereals, breads, and
soups; and some coockies and candies.
siowem, mpcmd milk, non-dairy

esert toppings, margarine spreads
will not be able to make & “low in
saturated fat” claim because the percent
of calories from saturated fat in these -
foods exceeds 15 1. “Low in
saturated fat” claims on these foods
would be ririsle bocause they do
not contain especially low levels of
saturated fat.

The agency acknow that this
definition prevents this claim from
appearing on some of the foods that
NCEP recommends be used as
substitutes for other foods in achieving
a lower intaks of saturated fat. For
example, the NCEP recommends using
skim or 1 percent fat milk as & substitute
for whole milk, and 1 percent fat milk
will net be able to make & “low in
saturated fat” claim. The agency agrees
with NCEP’s recommendations but does
not believe that all such substitute
foods, including 1 percent fat milk, are
necessarily “low in saturated fat.” The
NCEP, in many cases, recommends
selections that sre “lower” in fat'than
the foods for which they substitue in the
diet. The agency continues to believe
that this claim should enable consumers
to easily identify the foods that contain
especially low lavels of saturated fat,
and that the proposed definition
achieves this purpose. Accordingly, the
agency is denying the request that the
sacond criterion of no more than 15
percent of calories from saturated fat be
sliminated or changed in value.

138. At least one comment requested
that FDA. eliminate the requirement in
propesed § 101.62(c} that the amount of
cholesterol be diselosad in proximity to
the claim “low in saturated fat.” The

comment stated that disclosure of
cholesterul is unwarranted because
dietary cholesterol has no effect on
serum choleiterol hvoﬂt Other "
commimis supported the propesed ru!
with respect to disclosuie of cholesiavol.
At Teast one commtent statod that the
cholesteral disclostre istoo lenient.
This comm mmma"mm
saturated fat" chiim should only be

allowed on foods that never contain
cholestorol.
The agency points out that the

provision on the disclosure of
cholesterol with & “low in saturated fat”
;:laim, as'well as tham&uthcr :atnmtedh
atty acid claims, is y section
403(r}2)(AXiv) of the act. Accordingly,
the agency is making no change in
response to these comments. The effect
of dietary cholesterol on serum
cholesterol Jevels is discussed in
respense o conmment %15 of this
document requasting that all chalesterol
claimsbe banmned. .

139, A few coenments objected to the
requirement in proposed §101.62(c} that
the amount of fat in & food be disclosed
in proximity to the claim “low in
Ins provision goas boyomd the demonds
this provision b the deman:
of the 1990 amgrdmmts and is
unwarranted. Another comment
requested an exemption from fat

i A The comment
said that it is unfair beesuse disclosure
is not raquired for butter, One comment
stated that fat disclosure is only
necessary for products that contain
excessive fat. The comment
recommended that fat disclosure be
required only if the fat level exceeds
11.5 g per serving and noted that such
a requirement would be consistent with
the level at which fat is disclosed with
cholestero} claims, Comments seid that
at the very least, fat disclosure should
not be required at levels of 3 g or less
per serving fi.e., a “low fat” food would
not have to have a fat disclosure),
Another comment recommended that if
the fat level of & food exceeds 11.5 g per
serving, the lsbel should state, “high in
fat.” It said that stating the amount of fat
is not meaningful to most consumers.
Other comments supported the
p?;posod rule with respect to disclosure
of fat.

The agency agrees that this provision
is not required in the 1990 amendments
and is persuaded that fat disclosure
should not be required at levels ef3 g
or less per serving. The agency
concludes that such disclosurs is
unnecessary because 3 g or less s the
per serving criterion for the term “low
fat.” A consumer who does not
differentiste between a “low in
saturated fat” and “low fat” claim
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would not be misled by a ““low in
saturated fat” claim as long as the fat
level of the food is 3 g or less per
serving. For uses of “low in saturated
fat” on foods with more than 3 g of fat,
disclosure of fat content is requised to
avoid misleading the consumer. For this
reason, the agency is denying the
requests that disclosure of fat content be
required only when the fat content
exceeds 11.5 g per serving. The fat
content is a material fact at levels above
3g when a “low in saturated fat” claim
is made.

Also, the agency is denying the
request that margarine be exemFt from
fat disclosure. The disclosure of total fat
on foods (except foods that are “low
fat™) that bear a “‘low in saturated fat”
claim is necessary to ensure that
consumers who do not differentiate
between a “low fat” and & “low in
saturated fat” claim are not misled by
the latter claim. The agency notes that
butter is not required to disclose fat
because it does not bear a “low in
saturated fat” claim.

Finally, the agency is not requiring
that the label of a food with a “low in
saturated fat” claim state that it is “high
in fat” if it contains more than 11.5 g
per serving. FDA has not defined “high
in fat.” In addition, 11.5 g was the
proposed disclosure level. As explained
in comment 13, FDA has raised the
disclosure level to 13.0 g of fat.
However, to requirs a *‘high in fat”
statement on foods that bear a claim and
contain more than that level of fat
would be inconsistent with the
disclosure concept in section
403(r){2)(B) of the act.

140. At least one comment stated that
the “low in saturated fat” claim is
misleading on a food that contains
hydrogenated oil (i.e., contains trans
fatty acids).

As discussed in comment 111 and 118
of this document, the evidence
suggesting that trans fatty acids raise
serum cholesterol remains inconclusive.
For this reason, the agency finds that it
cannot conclude that a “low in
saturated fat” claim on a food
containing trans fatty acids is
misleading. Accordingly, the agency is
making no change in the final rule in
response to this comment. However, as
explained in comment 111 of this
document, the agency has included a
limit for trans fatty acids as a criterion
for a “‘saturated fat free claim,” because
of the implications of that claim and the
particular importance of that claim.

141. A few comments requested that
percent unsaturated fat” be
allowed as a synonym for a claim about
saturated fat. One of the comments
stated that without the ability to make

this claim, there is an economic
incentive for manufacturers to substitute
soybean oil for canola and safflower oil.
They said the data do not support FDA's
concern that positive claims about high
fat will increase consumption.

The agency is not allowing the term
"“unsaturated fatty acids” to appear in
the nutrition label because of
uncertainty about its definition,
specifically, the inclusion of trans
isomers of monounsaturated fat, as
discussed in the final rule on mandatory
nutrition labeling published elsewhere
in this issue of the Federal Register.
Therefore, the agency concludes that it
would be inappropriate to define the
term “ percent unsaturated fat,”
and the agency is denying this request.

" v. Low cholesterol. 142. Only a few
comments supported proposed

§ 101.62(d){2) that defines *"low
cholesterol” as less than 20 mg per
serving and per 100 g of the food. Most
of the comments on this issue objected
to the criterion based on weight, and
some of these comments suggested
alternatives to this criterion.

The weight-based criterion for the
term “low cholesterol,” as well as for
the other “low” terms, has been
discussed in section III.A.1.b. of this
document on the general approach to
nutrient content claims. In this section,
the agency is addressing the comments
on the criterion of less than 20 mg of
cholesterol per serving.

The majority of the comments
recommended that “low cholesterol”
remain at 20 mg or less per serving. A
few comments requested that the cutoff
be a lower value, and a few other
comments wanted a higher value. The
comments favoring a cutoff of 15 mg
pointed out that many foods consumed
throughout the day have ingredients
that contain cholesterol (e.g., bread).
They stated that the recommended °
intake of less than 300 mg of cholesterol
per day could easily be exceeded if
these foods are eaten in sufficient
quantity. One of the comments favoring
a cutoff of 30 mg also believed that
“cholesterol free” should be less than 5
mg per serving. The comment
contended that the cutoff for “low
cholesterol” should be six times the
cutoff for ““cholesterol free” because the
cutoff for “low fat” is six times the
cutaff for “fat free.”

The agency agrees with the majority
of the comments that 20 mg or less
cholesterol is the appropriate per
serving criterion for the “low
cholesterol” definition. As explained in
the fat/cholesterol proposed rule (56 FR
60478 at 60486), FDA considered that a
“low” claim for a nutrient that is
ubiquitous in the food supply should be

an amount equal to 2 percent of the DRV
for the nutrient. To arrive at a definition
when a nutrient is not ubiquitous, the
agency proposed to increase the 2
percent amount to adjust for the
nutrient’s uneven distribution in the
food supply. If the nutrient is found at
measurable levels in foods from only a
few food categories, the agency
proposed to define “low” as three times
2 percent of the DRV. Cholesterol,
which is found only in foods of animal
origin, is in this group of foods. The
DRYV for cholesterol is 300 mg, 2 percent
of which is 8 mg. Therefore, the value
for *“low cholesterol’’ computes to 18
mg, which rounded to the nearest 5 mg
increment, is 20 mg per serving.

Consequently, the agency is denying
the request that the cutoff for “low
cholesterol” be less than 30 mg because
it concludes that this value is too high
to be useful to consumers attempting to
control their intake of cholesterol.
Moreover, the agency disagrees with the
rationale presented for 30 g that the
cutoff for “low cholesterol” should be
six times the cutoff for “cholestercl
free” based on a value of 5 mg, because
the cutoff for “low fat” is six times the
cutoff for “fat free.” The agency
emphasizes that the ‘low"” values are
derived from the DRV'’s, not from the
limit of detection. Also, the agency is
denying the request that the cutoff for
“low cholesterol’” should be less than 15
mg on the basis that is too restrictive.
Cholesterol is not so widespread in the
food supply that such low levels are
necessary to help consumers to
structure their diets to be consistent
with dietary guidelines for cholesterol.
A “low cholesterol” claim based on 20
mg will be useful to consumers in
structuring a total diet that is consistent
with dietary guidelines.

Accordingly, the agency is not
revising the final rule to change the
amount allowed per serving for a “low
cholesterol” claim.

143. The agency received relatively
few comments on the requirement for o
disclosure of total fat with cholesterol é
claims. Some of the comments
supported the provision of the proposed
rule that the amount of fat must be
declared next to a cholesterol claim if
the fat content exceeds 11.5 g per -
serving or per 100 g of food. Othe:
comments favored disclosure at other
levels of fat, including all levels of fat,
while some comments opposed
disclosure of any amount of fat. One
comment said that disclosure of the
amount of fat would not be useful to the
average consumer and suggested the
statement, "“this product is not low in
total fat.”
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A few comments stated that the term
“low cholesterol” on the label of 8 food
containing high levels of fat is
misleading, even if the amount of fat is
disclosed. These comments
recommended that cholesterol claims
have a fat threshold above which claims
are disallowed. One comment requested
that a “low cholesterol” claim, as well
as a “cholesterol free” claim, not be
allowed on foods containing more than
3 g of fat and 0.15 g of fat per g of dry
matter. This comment argued that a
limit on total fat is needed to prevent
manufacturers from meeting the
saturated fat threshold by replacing
saturated fat with trans fatty acids. As
discussed in response to comment 117
of this document, another comment
proposed a 3 g limit on fat specifically
for “cholesterol free” claims but did not
refer to “low cholesterol” claims. One
other comment requested that a “low
cholesterol” claim not be allowed on
foed containing more than 5 g of fat and
more than 20 percent total fat on a dry
weight basis.

The agency has reviewed this issue
and continues to belisve that fat
disclosure is preferable to a fat limit
above which the claim “low
cholesterol,” as well as other cholesterol
claims, cannot be made. The agency has
the authority under the act to establish
a fat limit with cholesterol claims.
Section 403(r)(2)(A)(vi) of the act states
that a nutrient content claim “may not
be made if the Secretary by regulation
prohibits the claim because the claim is
misleading in light of the level of
another nutrient in the food.” The
agency has used this authority to
prohibit cholesterol claims on foods
containing more than 2 g of saturated fat
per serving, which is discussed in
response to comment 116 of this
document. However, the agency does
not find that a cholesterol claim on the
label of a food containing high levels of
fat is misleading when the fat amount is
disclosed in proximity to the claim
because total fat per se does not affect
blood cholesterol levels. Thus,
consumer expectations regarding blood
cholesterol levels are met as long as the
food contains the requisite amount of
cholesterol and 2 g or less of saturated
fat per serving.

© agency proposed that amounts of
fat exceeding 11.5 g per serving or per
100 g of food have to be disclosed. The
11.5 g amount represents 15 percent of
the DRV for fat. Disclosure of the
amount of fat, rather than the statement,
“this product is not low in total fat,” is
in accordance with section
403(r)(2)(A)(iii) of the act. This section
states that the amount of total fat shall
be disclosed in immediate proximity to

a cholesterol claim if a food, taking into
account its significance in the total dist,
contains fat in an amount that increases -
the risk for persons in the general
population of developing a diet-related
disease or health condition.

In response to comments requesting
that FDA modify the disclasure level in
§101.13(h) to 20 percent of the DRV, the
agency is changing the final rule to
provide that disclosure levels for fat are
those exceeding 13 g of fat per reference
amount, per labeled serving size, or, for
foods with a reference amount of 30 g
or less or 2 tablespoons or less, per 50
g of food. The rationale for this change
is presented in the final rule on health .
claims, published elsewhers in this
issue of the Federal Register.,

144. About 15 comments opposed the
provision in proposed
§ 101.62(d)(1)(ii)(E} and (d)}{2)(ii)(E} that
the amount of cholesterol in certain
foods bearing ‘‘cholesterol free” or “low
cholesterol” claims must be
“substantially less” than the food for
which it substitutes (i.e., it must meet
the requirements for a comparative
claim using the term “less” in proposed
§ 101.62(d)(5)(i)(A)). The foeds included
were those that contain more than 11.5
g of fat per serving or per 100 g of food
and that contain, only as a result of
special processing, an amount of
cholesterol per serving that meets the
relevant criterion for a “free” or “low”
claim. The proposed requirements for
comparative claims that apply are that
the food contain at least 25 percent less
cholesterol, with a minimum reduction
of more than 20 mg cholesterol per
serving, than the reference food.

The majority of the comments
opposed the minimum reduction of
cholesterol of more than 20 mg. One
comment contended that the
requirement for a miimum reduction
goes beyond the requirements of section
403(r)(2)(A)(iii)(1) of the act that the
level of cholesterol should be
substantially less than the level usually
found in the food or in a food that
substitutes for the food. Many of these
comments opposed this minimum
because it would disallow a cholesterol
claim on products such as 2 percent
milk that has up to 95 percent of its
cholesterol removed. These comments
also opposed the proposed saturated fat
threshold because the dairy products
that have undergone cholssterol
removal contain more than 2 g of
saturated fat per serving. These
comments requested that a cholesterol
claim be allowed on the label of a food,
regardless of the food's fat or saturated
fat content, provided that the food has
at least 33 percent of the indigenous

cholesterol removed, and that the
content of total fat is disclosed,

At least two comments supported the
proposed minimum but opposed the
disclosure statement {i.e., disclosure of
the percent that the cholestero] was
reduced, the identity of the reference
food; and quantitative information
comparing the level of cholesterol in the
product per serving with that of the
reference food}. At laast ene-comment
opposed the required minimum, the 25
percent reduction, and the disclesure
statement. This comment stated that the
claims *“cholesterol free” and “low
cholesterol” should refer to an absolute
level of cholesterol rather than to a
relative level.

The agency is persuaded by these
comments that the minimum reduction
of cholesterol of more than 20 mg is
unduly restrictive because it
discriminates against products
containing relatively small amounts of
cholesterol. Accordingly, the agency is
eliminating this requirement in the final
rule for the “cholesterol free” and “low
cholesterol” claims as well as for
comparative claims (as discussed in
response to comment 158 of this
document). However, the agency
continues to-believe that “substantially
less” cholesterol should be interpreted
as 25 percent less cholesterol than the
reference food. Twenty-five percent
represents the extent.of reduction
necessary to make a “less” or “reduced"”
claim, Consequently, the agency is
denying the request that the labeled
food contain 33 percent less cholesterol,
or that no reduction in cholesterol be
required.

urthermore, under section
403(r{2)(A)iii)(II} of the act, the
disclosure statement must appear in
immediate proximity to the claim, as
proposed. FDA is providing, however,
in § 101.62(d)(1)(ii)(FX2) and
{(d){2)(iii{(E)(2) in this final rule that the
quantitative information comparing the
level of cholesterol in the product with
that of the reference food may appear on
the information panel in conjunction
with nutrition la%eling, The agency is
making this change in § 101.13(j)(2)(iv)
to prevent label clutter on the PDP, as
discussed in response to comment 214
of this document. The request that a
cholesterol claim be allowed regardless
of saturated fat content is addressed
elsewhere in this document (see
comment 116 of this document), as is
the need for fat disclosure with
cholesterol claims (see comment 143 of
this document).

vi. Lean. 145. FDA received several
comments that supported use of the
terms “lean” and “extra lean” with

-FDA-regulated meat products or meal-
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type products in accordance with
definitions of these terms as proposed
by the Food Safety and Inspection
Service (FSIS). Meal-type and main dish
products are defined and fully
discussed elsewhere in this final rule.

One comment requested that FDA
allow use of the terms “lean” and “‘extra
lean” on the labels of fishery products
in a manner similar to that proposed by
FSIS. The comment noted that the
composition of some fishery products
would prevent them from bearing the
nutrient content claim “low fat” on
their labels in accordance with the
definition of this term in FDA’s fat/
cholestero] proposal. The comment also
pointed out that FDA'’s general
principles and fat/cholesterol proposals
did not provide for use of the term
“lean” or “extra lean’ on the labels of
fish products. However, if these foods
were considered under FSIS’ proposed
regulation, a substantial number of them
would qualify for use of the term *lean”
or “extra lean” on their labels.

Another comment stated that FDA
should permit product lines that contain
both USDA- and FDA-regulated meal-
type products to bear descriptive terms
such as “lean" and *“extra lean” that can
be applied to the entire product line for
labeling and advertising purposes. The
comment further stated Lgat. if FDA
does not allow the terms “lean’ and
“extra lean” on food products regulated
by the agency, then these terms will
most likely not be used on any meal-
type products. The comment also stated
that the USDA proposed criterion for
saturated fat should be eliminated
because it is too restrictive.

These comments raise an issue that
FDA finds has merit. By way of
background, on November 27, 1991,
FSIS published a proposed rule (56 FR
60302) on nutrition labeling of meat and
poultry products. In that proposal, FS1S
presented definitions of the descriptive
terms “lean” and “extra lean” that
would only be applicable to the meat
and poultry products that FSIS regulates
under the authority of the Federal Mest
Inspection Act (21 U.S.C. 601 et seq.)
and the Poultry Products Inspection Act
(21 U.S.C. 451 et seq.). FSIS proposed
that the term '‘lean" could be used to
describe a meat or poultry product that
contained less than 10.5 g fat, less than
3.5 g saturated fat, and less than 94.5 mg
cholesterol per 100 g. The term “extra
lean” could be used to describe a meat
or poultry product that contained less
than 4.9 g fat, less than 1.8 g saturated
fat, and less than 94.5 mg cholesterol
per 100 g. FSIS also proposed to permit
these terms to be used to describe multi-
ingredient meal-type products.

Data supplied by the American Heart
Association (AHA), in response to the
April 2, 1991, FSIS ANPRM (56 FR
13564} on nutrition labeling of meat and
poultry products, provided ths basis for
the criteria that FSIS used in its
proposed definitions of these terms.
These data consisted of levels for total
fat, saturated fat, and cholesterol of
selected fresh and processed "‘meat”
items (various types of beef, veal, pork,
lamb, poultry, and fish) on a “cooked
weight" basis. Using recommended food
consumption patterns and dietary
guidance recommendations as bases,
AHA selected threshold values for fat,
saturated fat, and cholesterol levels of
these muscle foods on a 1 oz and 3 oz
“*cooked weight” basis. Threshold
values for “lean" represent
approximately 7 percent fat in raw meat
and 10 percent fat by weight in cooked
meat. Threshold values for “extra lean”
represent approximately 5 percent fat by
weight.

The levels in FSIS’ proposed
definitions were derived by converting
AHA'’s threshold values from a 1 oz to
100 g basis. Upon making this
calculation, FSIS found that the values
obtained approximated the agency’s
criterion for use of the terms “lean" and
“extra lean” on the labels of meat and
poultry products as discussed in a
November 18, 1987, FSIS policy
memorandum 70B(Ref. 22).

Based on comments received in
response to its nutrition labeling
proposal (56 FR 60302), FSIS, in a final
rule published elsewhere in this issue of
the Federal Register, has changed the
rounding rule that it originally used. In
addition, FSIS has developed modified
criteria for levels of total fat, saturated
fat, and cholesterol such that the ratio
of saturated fat to total fat would be 40
percent for both nutrient content claims.
FSIS considers the ratio of 40 percent to
be reasonable because it is
representative of the ratio of saturated
fat to total fat inherent in ruminant
muscle, Although AHA's suggested
criteria were based upon fresh and
processed cooked meat {cut or ground),
in its final rule, FSIS is adopting criteria
on an “‘as packaged” basis to achieve
consistency with that agency’s past
labeling policy.

Under the FSIS final rule, to bear the
term “lean,” a meat or poultry product
must contain less than 10 g fat, less than
4 g saturated fat, and less than 95 mg
cholesterol per reference amount and
per 100 g. To bear the term “‘extra lean,”
the product must contain less than 5 g
fat, less than 2 g saturated fat, and less
than 95 mg cholesterol per reference
amount and per 100 g for individual
foods. The criteria in the definitions of

these terms for meal-type products
under the FSIS final rule are presented
elsewhere in this final rule.

The comments supporting use of th
terms “lean” and *“‘extra lean” on the
labels of meat products and meal-type
products have persuaded FDA to
include provisions in this final rule
consistent with those of FSIS to provide
for use of the terms “lean” and ‘‘extra
lean" to describe certain comparable
foods regulated by FDA under the act,
In the proposal, FDA solicited
comments on whether additional
defined terms were needed (56 FR
60421, 60431), and these comments
demonstrated that the agency needed to
add terms useful for these types of
foods. FDA has statutory authority to
enforce the act’s provisions that prohibit
misbranding of all foods except for
those products exempted under the act
(section 902 of the act (21 U.S.C. 392)).
Thus, FDA is responsible for regulation
of the labeling of certain types of meat
products (e.g., seafood, bison, rabbit,
game meats) not regulated by USDA
under the Federal Meat Inspection Act
{21 U.S.C. 601-623 et seq.) or the
Poultry Products Inspection Act (21
U.S.C. 451-469) or in situations in
which these products are not subject to
USDA regulation. In addition, FDA is
responsible for regulation of meal-type
products not regulated by USDA under
either of the aforementioned acts.

The agency recognizes that seafood
and seafood products play a comparable
role in the diset to that of meat and
poultry products and, like meat and

.poultry products, contribute to the total

dietary intake of fat, saturated fat, and
cholesterol. In addition, FDA-regulated
meal-type products are consumed in the
same manner as USDA-regulated meal-
type products covered by the FSIS rule.
FDA concludes that providing for use of
the descriptive terms “lean’ and “extra
lean’ as nutrient content claims on the
labels of seafood (including finfish and
shellfish) and meal-type products that it
regulates would be of value to
consumers in maintaining healthy
dietary practices. The terms ““lean’ and
“extra lean" will describe foods of these
types with relatively lower levels of fat,
saturated fat, and cholesterol. In
addition, the agency recognizes that the
same conclusion applies to other meat
products regulated by FDA (e.g., bison,
rabbit, game meats).

Analyses of FDA’s Food Composition
Data Base {Ref, 23), which is based on
USDA’s Agriculture Handbook Number
8 on food composition, show that many
fish/shellfish products {on a raw basis
with a reference amount of 110 g) would
qualify to bear “lean’ or “‘extra lean”
claims under FSIS' definitions of these
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terms that FDA is adopting. Haddock,
swordfish, and clams, for example,
could be appropriately labeled as “‘extra
lean,” while Spanish mackerel and
Bluefin tuna would be eligible for use of
the term “lean’ on their labels. On the
other hand, neither term could be used
on such seafood items as shrimp,
Chinook salmon, or any other seafood
item with a composition that exceeds
the limits on the levels of total fat,
saturated fat, or cholesterol established
for use of the term “lean.” Similarly, for
game meats and related FDA-regulated
meat products (on a raw basis with a
reference amount of 110 g), based on
data from USDA's Agriculture
Handbook Number 8 on food
composition (Ref. 24), domesticated
rabbit could be differentiated from deer
(venison) because domesticated rabbit
would qualify for lean” and deer for
*‘gxtra lean.”

FDA'’s action in promulgating
equivalent definitions of these terms
will enable consumers to compare the
nutritional values of meat products and
meal-type products that may serve as
substitutes for one another in a balanced
diet. Therefore, FDA is including in this
final rule § 101.62(e) that permits use of
the terms *lean’” and *‘extra lean” on
individual foods and on meal and main
dish products. Use of these descriptive
terms for FDA-regulated meal and main
dish products is addressed elsewhere in
this final rule. Bacause the agency is
including this definition in tie final
rule, it is redesignating proposed
§101.62(e), a provision that addresses
misbranding, as § 101.62(f) in-the final
rule.

FDA recognizes that the definitions of
“lean” and “extra lean” for meat items
allow this claim to be used when
cholesterol levels exceed FDA's
disclosure levels for this nutrient in the
food (i.e., 60 mg). The agen
considered whether to prohibit these
claims on FDA-regulated meat products
that contain greater than 60 mg
cholesterol. However, the agency
concluded that it would be of benefit to
consumers to permit the claim on meat
products that have a cholesterol content
exceeding the disclosure level because
the claims identify foods relative to
other foods in this broad food class that
contain lower amounts of fat and
saturated fat. Thus, use of these claims
would assist consumers in selecting
such foods in constructing a total diet.
Furthermore, when the cholesterol level
in the food exceeds FDA'’s disclosure
level, § 101.13(h) requires a disclosure
statement referring the consumer to the
nutrition information panel for
additional information about cholesterol
content.

3. “High’" and “source”

Section 3(b)(1){ANiii)(VI) of the 1990
amendments requires that the agency
define the term “high.” Section
403(r)(2)(A)(v) of the act states that
foods bearing a “high” claim for fiber
either must be “low” in fat, or their
labeling must disclose the level of total
fat in the food in immediate proximity
to the claim with appropriate
prominence. In the general principles
propasal (56 FR 60443), the agency
proposed definitions for “high” and for
“source,” terms that may be used to
emphasize the presence of a nutrient.

The agency proposed in § 101.54(a) to
exclude total carbohydrate and
unsaturated fatty acids from coverage
under the proposed definition for
“high” and “source.” The agency
explained that a nutrient content claim
for these nutrients would be misleading.

The agency proposed in § 101.54(b)(1)
that the terms “high,” “rich in,” or
“major source of’’ may be used to
describe the level of a nutrient in a food

(except meal-type products) when a

serving of the food contains 20 percent
or more of the proposed RDI or the
proposed DRV for that nutrient. The
agency also proposed in § 101.54(c)(1)
that the terms “source,” “good source
of,” or “important source of’ may be
used to describe a food when a serving
of the food contains 10 te 19 percent of
the proposed RDI or the proposed DRV.

The agency also proposed in
§101.54(d) that if a nutrient content
claim is made with respect to the level
of dietary fiber, that is, that the product
is “high” in fiber, a “source” of fiber, or
that the food contains “‘more” fiber, and
the food is not low in total fat as defined
in proposed § 101.62(b)(2), then the
label must disclose the level of total fat
per labeled serving in immediate
proximity to the claim and preceding
the referral statement required in
§101.13.

The agency requested comments
concerning its approach of limiting the
number of descriptors that emphasize
the presence of a nutrient to two levels.
The agency explained that it took this
approach to assist consumer
understanding of, and confidence in,
nutrient content claims. The agency also
requested comments on whether an
additional term describing an upper
level amount of a nutrient (such as
*‘very high”) is necessary and
appropriate. The agency also requested
comments on the use of synonyms for
terms like “high” and “source” and on
consumer understanding of the terms
proposed as synonyms for “*high” and
“source.” :

a. Synonyms

146. A few comments agreed that
“rich in” and *“major source of”’ are
appropriate synonyms for “high.”
However, many comments disagreed
with the proposed synonyms. Many of
the latter comments stated that the
agency should not allow use of any
synonyms because the use of synonyms
will be very confusing to consumers and
could easily mislead them. A few
comments requested the additional
synonym “excellent source of” for
llhigh'il .

Other comments agreed that “good
source of”* and “important source of”’
are appropriate synonyms for “source.”
However, many comments disagreed
with the proposed synonyms. A few
comments requestéd the use of
additional synonyms for “‘source” such
as: “meaningful source,” “significant
source,” “provides,” and “fortified
with.” Some stated that the term
*‘provides” informs consumers that the
food supplies the nutrient in question
and has been in common use on food
labels for years further assuring
consumer familiarity with it. Some
stated that the term “fortified with” has
also been used on food labels for years,
and is easily understood by consumers.

The agency notes that section
3(b)(1){A)(ix) of the 1980 amendments
provides that, in defining terms used for
nutrient content claims, the agency may
include similar terms that are
commonly understood to have the same
meaning as defined terms. Thus, the
1960 amendments clearly give the
agency the authority to allow for
synonyms. Moreover, section

-403(r)(4)(A)(ii) of the act authorizes any

person to petition the Secretary (and
FDA, by delegation) for permission to
use terms consistent with those defined
by the agency under section
403(r)(2)(A)(i). Therefore, it is clear that
the act contemplates that synonyms can
be used. Further, the agency still
believes, as stated in the general
principles proposal (56 FR 60421 at
60444), that certain synonyms should be
allowed in order to provide some
Rexibility in the use of defined terms.
The agency has, however,
reconsidered the proposed synonyms
for “high” and has revised some of them
in this final rule to include terms that
it believes would be more readily
understood by consumers, and that
convey the qualitative aspects of “good
source” and “high.” FDA recognizes
that the synonyms it is providing for
involve judgment on its part, and that
individuals may have different views on
appropriate synonyms. Nonetheless,
FDA believes that a limited number of
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synonyms will provide flexibility for
food manufacturers in making claims
and has endeavored to exercise
reasonable judgment in providing for
soine synonyms while avoiding granting
SO many synonyms as to promote
consumer confusion about their
meaning.

Thus, in §101,54(b), FDA is retaining
“rich in” and adding “excellent source”
as synonyms for “high.” The agency is
also providing far the use of *contains”
and “provides” as synonyms for “good
source” in §101.54(c). FDA has deleted
the proposed synonyms ‘‘major source
of” for “high,” and ‘‘important source
of,” for “good source.” FDA notes that
the terms it has added to the final rule,
“excellent source,” “contains,” and
“provides" are terms that have been
used in the past and thus consumers
will be familiar with them.

b. Definitions

147. Several comments agreed with.
the agency’s proposed definition of
“high” and the rationals upon which it
was based, while other comments
disagreed with the proposed definition.
A few of the comments argued that 20
percent of the RDI or DRV is too high
and would lead to little consumer
benefit because few foods would be
eligible to bear a *‘high” claim. One
comment suggested lowering the
eligibility level to 15 percent of the RDI
or DRV so that more products would
meet the definition without unnecessary
supplementation.

e agency recognizes that many
foods will not be able to meet the
definition for “high.” However, the
agency is not persuaded by comments
suggesting that it lower the eligibility
level in the definition of “high” for this
reason. The agency tentatively
concluded in the proposal, and
continuss to believe, that a criterion of
20 percent or more of the RDI or DRV
provides an appropriate basis for upper-
level nutrient content claims.

Furthermors, the agency does not
agree with comments that few foods
would be eligible to bear “high” claims.
In arriving at a definition for “‘high,”
FDA used its food composition data
base to examine the types of foods that
contain nutrients at levels that mest or
surpass 20 percent of the proposed
reference value per serving (Ref, 35). For
the majority of the 17 nutrients
considered, at least 10 percent of the
foods in the data base contained 20
percent or more of the proposed RDI or
DRV. For these nutrients there was at
least one and often more than one food
category that contained a substantial
number of foods containing 20 percent
or more of the RDI or DRV. Those

nutrients for which fewer than 10
percent of the foods in the data base
contain 20 percent or more of the RDI
or DRV were calcium, magnesium,
copper, manganese, potassium,
pantothenic acid, and vitamin A,
However, even with these nutrients
(with the exception of potasgium), there
were a substantial number of foods in at
least one food category that would
qualify for “high” claims if the
proposed definition were used.

us, the agency concludes that the
20 percent eligibility level will permita
sufficient number of food items to bear
a “high” claim to allow consumers to
use the claim in selecting a varied diet,
and that this level provides an
appropriate basis for upper-level
nutrient content claims and can readily
be used by consumers to implement
current dietary guidelines. Therefore,
FDA is retaining the 20 percent
eligibility level in the definition of
) uhi . ”

1%11;. Several comments suggested
lowering the eligibility level of “high”
and “source” for dietary fiber claims.
They argued that the proposed levels are
too restrictive given that fiber is not
ubiquitous in foods, and that it would
preclude some good sources of dietary
fiber, such as fruits, vegetables and
whole grain breads, from bearing a
“high fiber” claim. Suggested levels
were as follows: “high’ as 3 g and
“source’’ as 1 g per serving; “*high” as
more than 4 g and “source” as2to4 g
per serving; and “high” as 4 to 8 g and
“very high” as greater than 8 g per
serving.

The agency has reviewed the
comments and is not persuaded to lower
the eligibility levels for “high" or
“source” claims for dietary fiber. The
agency agrees that fiber is not
ubiquitous in foods. However, FDA
notes that there are some fruits and
vegetables that do qualify for “‘high,”
and considerably more that qualify for
“source,” claims for fiber under the
proposed definitions. Based upon
nutrient values for the 20 most
commonly consumed raw fruits and raw
vegetables (56 FR 60880, November 27,
1991, and corrected at 57 FR 8174,
March 6, 1992), at least 25 percent of the
products listed would be able to meet
the praposed definition for “source.”
Furthermore, the agency believes that it
is important to maintain consistency in
defining terms for all nutrients and food
components. Therefore, FDA is making
no change in response to these
comments.

149. A few comments requested that
FDA define “high” and “source” for
soluble and insoluble fiber. The
comments stated that the Expert Panel

on Dietary Fiber for the Federation of
American Societies of Experimental
Biology (FASEB) estimates that the
dietary fiber in the current diet is
comprised of approximately 70 to 75
percent insoluble fiber and 25 to 30
percent soluble fiber, and that some
individuals are seeking products with
higher levels of the spacific fiber
components,

The agency has established a DRV for
dietary fiber but not one for insoluble or
soluble fiber because no quantitative
guidelines for daily intakes of soluble
and insoluble fiber components have
been established. Therefore, the agency
has no basis on which to define “high”
for insoluble and soluble fiber and has
not made the suggested change.

150. One comment suggested that
*“high" and “source” claims for protein
should be based on protein quality as
well as level because such claims may
be misleading if a food contains a lower
quality protein. The comment suggested
as a second criterion that a “high” in
protein claim be allowed only for foods
with a protein digestibility-corrected
amino acid scors (PDCAAS) greater than
or equal to 40, and that for a “‘source”
of protein claim, the food must have a
PDCAAS of greater than or equal to 20,

The agency notes that § 101.8(c}{7)(),
proposed as § 101.9(c){8)(i), provides
that the percent DRY for protein must
represent the corrected amount of
protein based on its PDCAAS. Thus, the
agency has already factored in the
PDCAAS (see the discussion of protein
quality in the Mandatory Nutrition
Labeling proposal). Therefore, the
agency believes that adding a second
criterion based on the PDCAAS for
“high” and “good source” in protein
claims is not necessary. To determine
whether a product qualifies for a claim
as "high” in, or as “‘good source” of,
protein, manufacturers must use the
percent DRV for protein in a food that
represents the corrected amount of
protein based on its PDCAAS.

151. Some of the comments
recommended defining the term “very
high” to provide for use of this claim
when a food contains 30 percent or
more of the RDI or DRV per serving, so
that consumers can distinguish between
foods with “high” levels of nutrients
and those with significantly more. Some
comments recommended that the
agency permit the term ‘‘principal
source” as a synonym for “very high.”
Howaever, a few comments agreed with
the agency’s position that the term “very
high*" should not be defined because
allowing such a term could discourage
consumption of a wide variety of foods
in favor of fewer highly fortified foods
and supplements. Other comments
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propesed a three- or four- level system
for claims that smphasize the presence
of a nutrient. One suggested a three
level system is as follows: “source of”’
as 10 to 19 percent; “good source of’ as
20 to 49 percent; and “excellent source
of”’ as 50 pergent or more. A suggestad
four-level system is as follows: "source
of’ as 10 to 19 percent; “good source of”
as 20 to 34 percent; “very good source
of” as 35 to 49 percent; and “excellent
source of”’ as 50 percent or more.

The agency has reviewed these
comments and is not persuaded that it
should define terms that correspond to
levels of a nutrient that normally do not
occur naturally in foods, e.g., "very
high,” In the general principles proposal
(56 FR 60421 at 60443), the agency
stated that defining a term such as “very
high” could discourage adherence to
current dietary guidelines such as those
stated in ““Nutrition and Your Health:
Dietary Guidelines for Americans” (Ref.
7), which emphasize the need to select
a diet from a wide variety of foods and
to obtain specific nutrients from a
variety of foods rather than from a few
highly fortified foods or supplements.
The comments provided no information
to cause the agency to change its
position.

152. A majority of comments agreed
with the agency’s proposed definition
for “source,” while a few comments
disagreed. Generally, the latter
comments contended that the agency
should not define “source” because
consumers cannot reasonably be
expected to distinguish between foods
that are “high” in a nutrient as opposed
to foods that are simply a “‘source’ of
a nutrient.

The agency agrees that consumers
may not be able to understand the

.distinction between the meanings of

“high” and *source.” For example, the
term “high” has a quantitative
connotation, while the term “source”
merely connotes that a nutrient is
present but does not signify the quantity
present. Therefore, the term “'source”
alone does not enable the consumer to
conclude that the level of nutrient
present is less than “high.” However,
the agency believes that the term “‘good
source” conveys the appropriate
information for a midievel content
claim, i.e., that a dietarily significant
level of the nutrient is present, but that
the level present is not exceptional with
respect to levels naturally found in
foods. Therefore, the agency is revising
in § 101.54 the primary term for
midrange nutrient content claims from
“source” to “‘good source."

Thus, FDA concludes that adopting a
two-level approach ta claims that
emphasize the presence of a nutrient

based upon “good source’ {as a
replacement for “source”) and “high” as
the representative terms will provide
meaningful information to consumers
consistent with the intent of these
proposed definitions, s

FDA is, however, making a change in
§ 101.54. In praposed § 101.54{a}{3)},
FDA referreg to § 101,36, in which the
agency proposed to set forth the
requirements for nutrition labeling of
dietary supplements. In October of
1992, the Dietary Supplement Act of
1992 was enacted, which imposes a
moratorium on implementation of the
1990 amendments, In response to this
moratorium, FDA is not adopting
§ 101.36 at this time. Therefore, FDA
has deleted the reference to § 101.36
from § 101.54(a)(3}. FDA intends to
revisit this issue in accordance with the
provisions of the Dietary Supplement
Act of 1992,

153, One comment stated that for
fresh fruits and vegetables, the
eligibility level for “source™ should be
5 percent of the RDJ for a nutrient
because several nutrients occur
naturally in fruits and vegetahles at
levels below 10 percent of the RDI.

The agency is not persuaded that the
criteria for a mid-rapge nutrient content
claim should include a lower eligibility
level for fresh fruits and vegetables. As
stated in the general principles proposal
(56 FR 60421 at 60444), the agency has
long held that a feod is not & significant
source of a nutrient unless that nutrient
is present in the food at a level equal to
or in excess of 10 percent of the U.S.
RDA in a serving. The agency is
unaware of any evidence suggesting that
this policy should be changed, and none
was presented in any comments to the
propasal. Therefore, the agency is not
including a lower eligibility level in the
definition of “'source” for fresh fruits
and vegetables,

154. Some comments disagreed with
the agency’s exclusion of total
carbohydrates from coverage under the
proposed definitions for “high” and
“source.” The comments stated that
*“high" and “source” should be defined
for complex carbohydrates because
health authorities recommend that
consumers increase the amount of
complex carbohydrates in their diets.

~The agency does not agree that it
should define “high" and “good source”
for complex carbohydrates. The agency
has concluded that it is unable to define
“complex carbohydrates,” as discussed
in the final rule on mandatory nutrition
labeling published elsewhers in this
issue of the Federal er. Therefors,
thers is no basis for nutrient content
claims about this nutrient.

155. One comment suggested
establishing definitions for “source” for
polyunsaturated fatty acids and
monounsaturated fatty acids because
health authorities recommend
increasing the intake of unsaturated fat
while decreasing the intake of satursted
fat,

Because the agency has determined
that a DRV for unsaturated fat
{(including polyunsaturated and
monounsaturated fatty acids) i
potentially misleading, as explamed in
the RDI's and DRV’s final rule,
published elsewhere in this issue of the
Federa! Register, the agency concludes
that there is no basis for defining “high”
and *“geood sdurce” for unsaturated fat.

156. A few comments op;
proposed § 101.54(d) that requires that
unless a food meets the definition for
“low fat" (3 g or less fat per serving and
per 100 g}, a “high fiber,” *“source of
fiber,” or “more fiber” claim must be
accompanied by a declaration of the
amount of total fat per serving in
immediate proximity to the claim and
preceding the referral statement. These
comments stated that this proviston
targets only fat as an unhealthy nutrient,
and therefore it is discriminatory and
anti-coinpetitive.

The focus on fat in conjunction with
fiber claims derives from the statute
itself, As stated above, section
403(r}{2)(A)v) of the act provides that a
claim may not state that a food is high
in fiber unless the food is low in total
fat, or the label] discloses the level of
total fat in the food. Thus, § 161.54(d) is
required by the statute, and the agency
is retaining this requirement in the final
rule. Moreaver, it is consistent with-the
statute’s focus on fat in conjunction
with fiber claims to require a similar fat
disclosurs when a “‘good source” or
“more" claim for fiber is made.

c. relative claims

Sections 3(b){ 1 MANiii}{IH),
(b)(1)(A)GiDAV), and (BIINA)GV) of
the 1990 amendments require that the
agency define the terms “light” or “lite”
{referred to collectively in this
document as “light”}, “reduced,” and
“less,” unless the agency finds that the
use of any of these terms would be
misleading under section 403(e) of the
act. These terms are used for comparing
the amount of putrient in one food with
the amount of the same putrient in
another food or class of foods. The
comparisons are called “relative
claims.” In the general principles
proposal, the agency proposed ‘
definitions for “light,” “reduced,” and
“less,” as well as the terms “fewer” and
“more.” In addition, the agency
proposed-in § 101.13(j), requirements
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specifying: (1) The reference fouds that

may be used a3 a besis for. ganpaﬁ»&
the level of nutrients in one food wi
the Jevel of these nutrignts in another
food for the various types of relative
claims; (2) the information about the
foods being compared that must
accompany the claim; and (3) the
minimurn absolute amount of a nutrient
by which the food must differ from the
reference food in order to make a
relative claim.

The definitions for relative claims
proposed jin the general principles
proposal placed “less’ (or “fewer”),
“reduced,” and “light”’ on a continuum
using two criteria, both.of which a food
would have to mest to bear a specific
relative claim. First, the propesal would
have required that a food be reduced in
the particular nutrient by a specific
minimum percentage, depending on the
claim. Secondly, it would have required
that the level of a nutrient in the food
be reduced by a minimum absolute

* amount (e.g., 3 g fat). The agency
believed that such a regulatory scheme
would limit consumer confusion with
respect to the meaning of these terrns,

o provide a basis by whi .
comparisons between two foods could
be made using relative terms, the agency
proposed three types of reference foods
(56 FR.60421 at-60445). Thess reference
foods were: (1) A composite value of all

foods of the same:type;: to 88 an
industry-wide norm (prop X
§ 101 13(3)(1)(i)), which could be used as

a basis of comparison for all relative
claims; (2) a manufacturér’s regular
product (§ 101 13(j)(1)(ii)) which could
be used for “‘reduced,” "less,” and
“more” claims; and (3) a food or class
of foods whose composition is reported
in a current valid data base {proposad
§ 101 13()(1)(iii)) for use witg “less”
and “more” claims.

However, the agency acknowledged
that it is possible that because of the
natural vagaries of the language (56 FR
60421 at 60458), the terms “reduced”
and “less” (or “fewer"”) may have no
innately understood differences.
Consequently, the agency acknowledged
that any proposed regulatory-distinction
between the two terms may-still be
misleading, Therefors, the agency
discussed the possibility, as an
alternative approach, of providing the
same definition for “reduced” and
“less” and requiring information
describing exactly how the foods differ
to accompany the claim. Under this
scheme, the percent that the nutrient in
the labeled food differed from the
reference food, a comparison of the
actual amounts of nutrient in the

| labeled food and the reference food, and
I the identity of the reference food would

esday,
have been conspicuously disclosed on
the PDP of the label. The agency did
not, howsver, discuss what reference
faods would be appropriate as the basis
for these claims if they.were given the
same definition. In the proposal, FDA
discussed tlie possibility of publishing a
supplemental notice on this alternative.
Although g document-wis drafied and
made available at a hearing that the
agency held in January of 1992, it was
never published in the Federal Register
and thus must be considered a draft.
However, the agency has fully
considered comments it received on the
alternative approach in arriving at this
final rule.

1 “Reduced” and “'less” {or “fewer”)

a General provisions

Relative claims have traditionally
been defined by the agency using a
minimum pertentage reduction. Under
existing regulations, to make a “reduced
sodium” claim or a “reduced calorie”
claim, for example, the food must be
reduced by 75 percent in sodium
(§ 101.13(a)(4)) or 33 1/3 percent in
calories (§ 105.66(d)). Mareover, in
rgrlier documents on cl’iolest’erot}lclaims.

& agency sod to require that
chnlastamyig;e? ggmasad by 75 percent
for a food to make a reduced claim (51
FR 42584, November 25, 1986; 55 FR
29456, huly 19, 1990). The minimum
percentage reduction has been used by.
the agency.to énsure that the level of the
nutrient that is the subject of a claim in
a food that bears a claim has been
decreased by a significant amount
compared to the reference food.

In the general principles proposal
FDA proposed that for a food to bear the
term “reduced,” it must contain at least
one-third fewer calories or 50 percent
less fat, saturated fat, cholesterpl, or
sodium than the reference food. To bear
the term “less” (or “fewer"’) the agency
proposed that a food must contain at
least 25 percent less of the nutrient than
the reference food.

However, the agency was concerned
about misleading relative claims that
highlight a decrease in the amount of a
nutrient on products that normally
contain only & small amount of that
nutrient. For example, if such claims
were allowed on the basis of a
percentage reduction only, a food
containing 50 calories per serving could
be reformulated to centain 33 calories {a
one-third reduction)} and thereby qualify
to make a “‘fewer” claim. The agency
was concerned that such claims would
be misleading because the difference in
the amount of the nutrient would be
insignificant with respect to the total
daily diet.
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To ensuze that claims for products
having relatively small amounts of
nutrient not bear a claim unless the
difference in the amount of nutrient was
significant relative to the total daily
diet, the agency proposed that a product
also be teduced by an shsolute
minimiam amount in order to beer a
claim, The agency proposed to require
that thé minimum reduction néceksary
for the food to bear a relative claim be
equal ta the value of “loaw” for that
nutrient, i:e., a reduction of at least 40
calories, 140 mg of sodium, 3gfat, 1 g
saturated fat, or 20 mg cholesterol.
Consequently, the agency proposed that
the definitions for “reduced™ and “less”
claims be based on both a minimum
percentage difference and a minimum
absolute difference in the amount of the
nutrient.

In the general principles proposal (56
FR 60421 at 60458), as discussed above,
FDA also requested comment on an
alternative approach under which
“reduced” and “less” (or “fewer")
would have the same definition, and
there would be a numeric disclosure of
the actual amount and the percenta
that nutrient in the labeled food differed
from the reference food Under this
approach, there would not be a single,
acrosssthe-bodrd minimum pereent
reduction requirsd to support the claim,
but any claimed reduction or difference
in the level of a niutrient would have to
be large enough to be nutritionally
significant.

157. Many comments said that there
was an insufficient distinction between
the terms “less” and “reduced” to
warrant separate definitions for these
terms, and that use of the two terms was
confusing. They suggested that
“reduced” not be defined. Other
comments suggested that “less” (or
“fewer"’) was the redundant term and
should not be defined. However, many
more comments stated that “reduced"
and “less” should have the same
definition. These commaents said that
the distinction made by FDA is artificial
and confusing, and that consumers do
not understand there to be any real
distinction between the two terms.
Many comments said that declaration of
the extent of the reduction is more
meaningful than the descriptive term
used because it provides more
information about the nutrient content
of the product. Some stated that
separate definitions would make it more
difficult for manufacturers to meet
consumer demand for modified
products that comply with defined
terms.

The agency has reviewed these
comments and is persuaded that the
terms “less” and “'red» :ed” may not
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have two distinct nutrition meanings to  cited situations in which the modified  enough to be nutritionally significant.
the ordinary consumer, snd that, product might contain substantially less Others suggested that “reduced” or
therefore, it could be confusing if the of a nutrient, on & tage basis, "less” claims-be permitted for any
terms were to have twe distinct compared to the reference food, but decreasein the level of 8 nutrientin a
-nutrition definitions. The agency where the labeled food did niot contain  food so long as small improvements in
considered eliminating one or the other  an amount of the nutrient sufficient for  a product were not exaggerated, anil the
of these terms-but.chose not $o do-se. the food to be reduced by the minimum  absolute differciics wés disclosed. One
Both of these terms are listed in section  absolute amount. (One comment gave as  comiment suggested that ary defifsition

3(b)(1}{A)(iii) of the 1990 amendments.
While FDA could have decided not to
define one of the terms listed in that -
section if it found that the use of the
term would be misleading, the agency
has no information on which to base
such a conclusion for either “less” or
“reduced.”

The current uss of both “reduced”
and “less” suggests that both terms have
a place in the market. The terms are
commonly understood to have different
meanings. “Reduced™ applies to a
characteristic of an entity that has been
altered with the resulting entity
differing from the original by only that
alteration, while “'less” encompasses
“reduced” and can also apply to a
difference in a characteristic between
two distinct entities (Ref. 25).
Accordingly, as discussed in detail
below, the agency is rew new
§§ 101.60(b)(4), 101.61(h){6),
101.62(b)(4), (c}(4), and:(d}(4), by
providing the same for the
terms “less” (or “fewer” in the case of
calories) and “reduced,” (See comments
158 through 160 of this document). It is
also deleting the separate definition for
ulessu ‘Or uhwern) in
§§ 101.60(b)(5), 101.61(b)(7),
101.62(b)(5), (c)(4), and (d)(5). Instead of
distinct definitions for each of the two
terms, the agency will rely on the
information that accompenies the claim
to inform consumers of the levels of
reduction of a nutrient achieved by the
labeled food. However, as is discussed
in greater detail in comment 204 of this
document, the agency belisves that
because of their different commonly
understood mednings, the two terms
may not always be used
interchangeably.

158. There was only limited support
for the definitions proposed for
“reduced” and "less,” which would
have required & minimum percentage
reduction and a minimum absolute
~eduction for a product to bear such a
claim.

Generally, the comments expressed
concern that the two part definition,
particularly because of the minimum
absolute reduction, was too strict. Many
comments opposing the minimum
absolute reduction requirement
~equested that it be deleted in the final
rule. These comments said that such a
~eqarement discriminated against
products with small serving sizes. They

an example, a serving of sour cream that
contains 60 calories. A one-third
reduction is 20 calories, which is only
ons-half of the 40 calories proposed as
the minimum calorie reduction
necessary in order to make a claim.) The
comments stated that although
differences in the absolute amount of a
nutrient in such products be
small, the nutritional benefits derived
from several servings of similarly
modified foods over a day could have a
significant impact on the level of the
particular nutrient in the total diet.

Comments suggested a wide variety of
alternative definitions, including
various minimum percentage
reductions, some with minimum
absolute reductions and othiers without.
Several comments that supperted a
definition based solely on a minfmum
percentage reduction stated that such a
criterion is necessary to ensure that
claims are made only for nutrient
reductions that are nutritionally
significant, especially for those foods
containing large amounts of a nutrient.
They gave as examples salty soups
having 1,000 mg of sodium and candy
bars with 300 calories,

Only a few comments preforred a
minimum sbsolute reduction over a
percentage reduction s a sole criterion.
However, most of those comments
voiced little reason for their preference.
Of those commenting, a very few stated
that without the proposed minimum
reduction requirements, claims might be
permitted on products where only very
small reductions were made. They said
that if the products were already very
low in, or free of, the nutrient, such
claims would be misleading.

A few comments suggested that a
minimum absolute reduction other than
the proposed values based on the
definition for “low” should be used to
control claims made for very small
nutrient reductions, e.g., 20 or 30
calories, instead of the proposed 40
calories; 1.5 or 2 g fat instead of 3 g fat;
0.5 g saturated fat instead of 1 g; 35 or
100 mg sodium instead of 140 mg; and
10 or 15 mg cholesterol instead of 20
mg.
gS»omla comments suggested that there
should be no single, across-the-board
minimum percentage difference or
minimum absolute reduction, but that
there should be a general requirement
that the nutrient reduction be large

would serve as a floor representing the
minimum amount of redictions that
manufacturers would make, and that
because of com%tiﬁva forces, actual
reductions would increase.

The agency proposed that both a
minim:g: percentage reduction of a
nutrient in a food and @ minimum

" absolite reduction were necessary in

order to ensure that meaningfu}
reductions in the amount of nutrient in
a food would occur, and thereby
increase the likelihood that selection of
nutritionally reduced foods would have
a positive effect on an individual's
overall dietary intake of the nutrient.
The agency believed that a minimum
absolute reduction was necessary to
ensure that relative claims were
significant and would not be made on
products that, although they had a large
percentage reduction, had enly
insignificant chariges in thé amount of
nutrient. Such reduétions could eceur if
relative claims were based only on a
minimum percentage reduction in
products that normally contain only a
small amount of the nutrient, On the
other hand, the agency was also
concerned that products containing
large amounts of a nutrient not have
insignificant reductions compared to the
amount of nutrient in the food and its
overall contribution of the nutrient to
the total diet.

The comments have convinced the
agency that a definition using both
criteria is too restrictive and will
prohibit claims on & number of products
that are useful in constructing diets
consistent with dietary guidelines.
However, the agency is not convinced,
nor have the comments supported with
data or other informatjon, that having
no minimum criteria will provide
sufficient assurance that reductions in
the level of & nutrient will be sufficient
to prohibit misleading claims by
assuring that only foods with
nutritionally significant reductions may
bear & “‘reduced” or “’less” claim.
Without such criteria, it would be
difficult to ensure that nutrient
réductions in a product were large
enough to be significant in the case of
products with a small amount of &
nutrient or sufficient relative to the
food’s contribution of the nutrient to the
total diet for products with a large
amount of a nutrient.
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In addition, the agency does not agree
with the estion that additional
labeling can be used to countsract a
misleading claim that is used to
represent a truly insignificant reduction
in the level of a nutrient. Stating the
absolute amount of difference, as
recommended by the comment, would
suggest that the product had undergone
nutritionally significant reductions
when it had not. .

Therefore, FDA concludes that it is
necessary to establish specific
requirements to define when the
difference in the leval of a nutrient is
large enough that claims about the
difference are not misleading, and the
terms “less” and “reduced” may be
used.

The agency believes that of the
options suggested in the comments,
either a percentage reduction or a
minimum absolute reduction offers the
greatest assurance that the reductions
achieved will be nutritionally
significant.

The agency has evaluated both types
of criteria. If an absolute minimum
reduction were used as the sole
criterion, there would always be a
nutritionally significant change in the
amount of the nutrient for all foods
bearing the terms “reduced’ or “less.”
However, the agency also considered
the argument that was strongly made in
the comments that a minimum absolute
reduction for relative claims may
unfairly discriminate against products
with small serving sizes. Furthermore,
the agency is persuaded by the
comments that smaller reductions, in
nutrient-dense foods traditionally used
in small amounts for example, 20
calories in sour cream rather than 40
calories, may be beneficial to consumers
and will not be misleading if changes in
absolute amounts are declared.
Although the agency remains convinced
that only claims about significant
chapges in a product should be
authorized, it acknowledges that for
products with small servings, nutrient
reductions that do not meet the
proposed absolute minimum reduction
requirements can be significant in the
context of a daily diet.

Many foods with small serving sizes,
crackers for example, may be consumed
several times throughout the day. Thus,
the agency agrees that the small absolute
reductions that occur with consumption
of each serving of such foods may have
a significant cumulative effect on the
amount of a nutrient consumed over the
courss of a day. The agency understands
that label claims thatagigh t such
changes could assist consumers in
‘aking useful changes in their diet.

However, if only a minimum absolute
reduction is ired in order for a
product to bear a “reduced” or “less”
claim, products with larger serving sizes
that contain large amounts of a nutrient
could still contain a large amount of the
nutrient after reduction.

On the other hand, with 8 minimum
percentage reduction requirement, more
products containing small amounts of a
nutrient would qua%i to make
*“reduced” or “'less” claims based on
smaller absolute reductions in the
amount of a nutrient than would be
permitted under the requirements of the
proposal. Such a criterion would also
require larger, more nutritionally
significant changes on products
containing large amounts of the
nutrient. ‘

The agency has carefully weighed the
concerns axgrassed by the comments.
The agency believes that the terms
“less” and “reduced” should be used
only when a nutritionally significant
reduction in the level of the nutrient has
been reached so as not to misiead
consumers into believing that a product
would provide nutritionally ﬂfniﬁcmt
reduction in the leve! of a nutrient when
it would not. .

The agency has determined that it is
most appropriate to require a minimum
percentage reduction rather then a
minimum absolute reduction in order
for a product to bear a “reduced’ or
“less” claim for the following reasons.
First, the use of a minimum percentage
reduction instead of 8 minimum
absolute reduction is compellingly
supported by comments and generally
consistent with the agency's proposed
approach. Secondly, it will allow more
foods with smaller reductions in a
nutrient to make a “‘reduced” or “less”
claim. By eliminating the minimum
absolute amount that a nutrient must be
reduced for a product to bear a claim,
the agency believes that manufacturers
may have an additional incentive to
Eroduce modified products that are

elpful in maintaining healthy dietary
practices. Although these changes are-
smaller per product, they will
cumulatively contribute overall to
reduction in the amount of certain
nutrients in the diet. Thirdly, this
approach will assure nutritionally
significant changes in products
containing large amounts of a nutrient.

Therefore, FDA concludes that it is
appropriate to require a minimum
percentage reduction in the level of a
nutrient in order for a food to bear a
relative claim. Accordingly, the agency
is deleting from nsw § 101.13(j}(3) and
from the regulations on claims for
specific nutrients (§§ 101.80(b){(4),
101.61{b)(6), 101.62(b){4), (c){4), and

{d)(4)), the requirement for an absolute
reduction in the level of a nutriént in '
order for the food to bear & claim.

159. Several comments suggested that
to ;revent relatively small quantitative
reductions from being toutad as large
percentage reductions, as an alternative
to a minimim absolute reduction,
“reduced” and *less” claims not be
permitted on products if the reference’
food qualifies for a “low” claim.

The agency is concerned that for
products in which the level of a
particular nutrient is very low, requiring
only minimum percentage reductions
would mean that very small,
nutritionally insignificant changes
counld be.made in the amount of the
nutrient, and the product would still
qualify to make & “reduced” br “less”
claim. It agrees that the suggested
approach would provide gssurance that
the changes made te qualify for a
“reduced” or “less” claim are not so
small as to not be nutritionally
significant, The agency notes that the
value for “low” is the level at or above
which the amount of a nutrient becomes
significant relative to the total diet. A
difference between two foodsina
nutrient that is present in both foods at
a level that is less than that of
nutritional significance is not a
significant difference. Such differences
cannet be considered meaningful
relative to the overall diet because sven
the level of the nutrient in the reference
food is so low that the impact of its
consumption on total dietary intake of
the nutrient is minimal.

Thus, the agency agrees with the
comments that contended that it would
be misleading for products to make a
relative claim if the nutrient is present
at a “low” level in the reference food.
Consequently, the agency is prohibiting
“reduced” and “less” claims that are
based on a difference from a reference
food that meets the requirement for a
“low” claim with respect to the nutrient
in question. The agency is revising new
§ 101.13(j)(3) to include this
requirement.

o agency believes that the overall
approach described above will provide
the best balance between encouraging
manufacturers to produce foods with
significant nutrient reductions by
authorizing them to tell the public about
the products’ attributes and protecting
consumers from being misled by claims
directing them to foods that are not
meaningfully improved in nutrient
content.

160. Many comments discussed the
percentage that a food should be
reduced to bear a “reduced" or “less”
claim. They suggested a wide range ot
percentage reductions, from a 50
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percent reduction for “reduced” or
“less” for all nutrients (including
calories) to & 10 percent reduction for all
nutrients. Some comments stated that
FDA has historically used a 10 percent
reduction as the minimum amount
required for nutritional significance,
and, therefore, it was an appropriate
basis for a “reduced” tlaim. Other
comments said that small incremental
nutrient changes such as 10 percent are
beneficial to consumers and represent
modifications that are achievable. The
comments argued that banning label
information about incremental changes
is likely to hurt consumers and
discourage innovation.

Many other comments stated that a 25
percent reduction was &n appropriate
minimum reduction requirement. These
comments said that using this lavel
would allow “reduced’’ and “less” to
have the same definition as originally
proposed for “less.” In addition, they
said that a 25 percent reduction is a
nutritionally significant reduction.

One such comment said that there is
a sound scientific foundation upon
which to require a minimum percentage
reduction of 25 percent. THe comment
included comparisons of target daily
intakes to current intakes and
concluded that a 25 percent reduction is
fully consistent with the reduction in
intake needed to achieve current
national dietary goals for fat, saturated
fat, and cholesterol. The comment also
concluded that although these
calculations suggested that a 40 percent
overall reduction in sodium was
necessary to reach dietary goals, a 25
percent reduction was more practicable,
This comment said that its conclusion
was based on experience in marketing
foods with reductions in sodium. It said
that it had found that smaller
incremental reductions were necessary
to avoid consumer rejection of altered
foods. The comment said that taste
preferences will change as consumers
adapt to lower salt levels, and that a 25
percent incremental reduction at this
time would e a practical approach to
the 40 percent reduction that is
ultimately desired.

Another comment stated that a 25
percent threshold for claims was
appropriate because it is supported by a
variety of international governments
and organizations, including Codex
Alimentarius.

A few comments said thiat a one-third
minimum reduction in the level of a
nutrient was an appropriate criterion for
a food to bear a “reduced” or “less”
claim. They stated that a one-third
reduction was a significant reduction,
and that it is consistent with the
percentage reduction required for

“reduced calorie’ claims (§ 105.66).
Other comments suggested that foods
should be permitted to bear a “reduced”
or “‘less” claim only if there was a 50
percent or greater reduction in a
nutrient (including calories) than the
refarence food. They said that requiring
this percentage reduction was important
for consistency across the nutrients.
Other comments said that a niinimum
percentage reduction of 50 percent was
necessary to ensure that the reduction is_
truly nutritionally significant compared
to the original food and is useful to
consumers in following dietary
guidelines. A very few comments
suggested that the definition for
“reduced sodium” and “reduced
cholesteral” should be returried to the
75 percent reductions previously
established or proposed.

The agency does not agree that it has
established a precedent for using 10
percent as a criterion for a minimum
percent reduction in the level of a
nutrient. Current agency regulations
(§ 101.9(c)(7)(v)) provide that a food is
not a significant source of a nutrient
unless the nutrient is present at a level
that is 10 percent of the U.S. RDA, and
that no claim may be made that a food
is nutritionally superior to another
unless it contains at least 10 percent
more of the U.S. RDA of the claimed
nutrient per serving than the other food.
For “reduced” and “less” claims, on the
other hand, the percentage is used as the
basis for a direct comparisen between
the amount of the nutrient in each of the
foods. Therefore, the agency concludes
that this comment did not provide
sufficient justification to permit -
“reduced” or “less” claims on products
having only a 10 percent reduction.

In addition, in the final rule on
sodium labeling (49 FR 15510 at 15521,
April 18 1984), the agency stated thata
10 percent reduction criterion for
comparative claims was too low because
of product variability. The agency said
that because of expected statistical
distribution of a nutrient (in that case
sodium) in the food, there is a
measurable probability that the sedium
content of a sample of a product for
which a lowered sodium content claim
was made would actually exceed the
sodium content of a sample of the
unaltered product. Because it had been
syggested that such product variations
may not be as common now as they
were in 1984 because of manufacturers’
ability to more precisely control the
amount of nutrient in a product, the
agency solicited comments on this,
suggestion. However, comments
provided no data to substantiate that
improvements in food technology or
other factors makse it practicable for

manufacturers to reliably achieve a 10
percent reduction. Thus, in the absenca
of data to support a diffdrent finding,
the agency concludes that, because of
product variability, a 25 percent
reduction is the lowest level of
raduction that can be supported.

The agency's decision to require a 25
percent reduction as the basis for a
“reduced” or “less” claim is also based
on the recognition, as outlined in the
general principles proposal (56 FR
60421 at 60451), that this level will
provide an incentive for manufacturers
to reduce the level of the relevant
nutrients in their food and at the same
time has the potential to produce
meaningfil cgganges in overall nutrient
intake for consumers. The comments
provided significant support of these
conclusions.

While the agency agrees that large
reductions (such as 33, 50 or 75 percent)
in the levels of certain nutrients present
in a food may increase the likelihood
that these foods will decrease the
nutrient intakes of individuals who
select these foods, FDA cannot agree
that these percentage reductions are the
most appropriate criteria on which to
base “reduced” and “less.” The
comments supporting levels higher than
a 25 percent reduction did not provide
evidence that a 25 percent reduction
would not be adequate, nor did the
specifically demonstrate why a higher
level than 25 percent is needed.

FDA recognizes that it has previously
provided guidelines and definitions for.
nutrient reductions in foods, and that
these specified reductions were greater
than 25 perceént. However, the agency
now believes that with the advent of
mandatory nutrition labeling and an
ever increasing interest in healthy
eating, more manufacturers will attempt
reductions in the levels of nutrients like
fat, saturated fat, cholesterol, and
sodium in their foods. With the
definition set at the reasonably
achievable level of a 25 percent
reduction, more foods are likely to be
available, and consumers will be able to
select from more and different foods in
order to meet dietary guidslines.
Furthermore, as suggested by one
comment, market competition will
undoubtedly spur some manufacturers
to exceed this minimal reduction,
thereby resulting in foods with even
greater levels of reduction.

Therefore, the agency has concluded
that an appropriate minimum
percentage reduction for the terms
“reduced” and “less” is 25 percent,
Accordingly, the agency has revised
new §§ 101.60(b)(4)(i), 101.81(b)(6)(i),
101.62(b)(4)(i), (c)(4)(i), (d)(4)(i)(A), and
{d)(4)(ii)(A) to reflect this change.
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161. One comment stated that the
ercentage reductions expressed on the
abel should not exceed the actual
amount of the reduction of the nutrient
in the product. Thus, the comment
argued that manufacturers should be
prohibited from “rounding up” the
amount of the reduction to make it
appear greater than it actually is.
he agency advises that for a product
to bear a claim, the level of the nutrient
must be reduced by at least a certain
value. Thus, the amount of the
reduction must be equal to or greater
than the specified amount. Thers is no
provision for rounding up the difference
in nutrient content.

1t is not clear to FDA whether the
“rounding up” referred to in this
comment is the rounding off provided
in the regulation on mandatory nutrition
labeling published elsewhers in this
issue of the Federal Register. If the
comment was concerned about such
rounding, the agency advises that
declaration of nutrients in, for example,
5 calorie increments or 0.5 g fat
increments, which is permitted in
nutrition labeling under § 101.9(c), is
not permitted in determining the
difference in nutrient levels between
two foods. However, as discussed in the
preamble of the proposal on mandatory
nutrition labeling (55 FR 29487, July 19,
1990}, the rounded differences are
nutritionally insignificant. The agency
would not consider a claim to be
misleading if the declaration of the
difference in absolute amount of
nutrient between the foods were
rounded off in conformance with
rounding provisions for nutrition
labeling in § 101.9.

162. A few comments requested that
the regulation provide for use of
“modified” as a synonym for “reduced”
or “less.”

The agency does not consider the
word “modified” by itself to be a
nutrient content claim. While it implies
the product has been changed,
“medified” does not necessarily imply
that the change is in the content of a
nutrieni. As discussed elsewhere in this
document, the word “modified” is
permitted for use as part of the
statement of identity on foods that
qualify for “reduced” or “less” claims.
However, “modified” is intended to be
used in the presence of these claims, not
in lieu of them. The term advises
consumers that the product has been
changed, and the nutrient content claim
describes the change. Accordingly, FDA
is not amending the regulation as
requested.

163. One comment requested that the
agency provide for the term “lower” as
a.synonym for “less.”” The comment

stated that the term was currently in use
on a comparative basis.

The agency agrees that “lower”
should be permitted as a synonym for
“less.” Although the comment provided
no further verification of the meaning of
the term, the “American Heritage
Dictionary,” 1976 edition, (Ref, 25)
defines the term to mean “below a
similar or comparable thing.” Such a
definition is consistent with the
principles for “less” claims which are
used to compare two similar or
comparable foods. Accordingly, the
agency is including in §§ 101.60(b){(4)
and (c) (4), 101.61(b)(6), 101.62(b)(4),
(c)(4), and (d}(4)"lower” as a synonym
for “less” (or “fewer”).

164. One comment suggested that
“less’ rather than only the term “fewer”
should be allowed for calorie claims.

As was stated in the general
principles proposal (56 FR 60451), the
agency defined “fewer calories instead
of “'less calories” because the term
“fewer" is grammatically correct. The
agency does not believe that it is
appropriate to amend the regulation to
specify use of an improper term.
However, FDA does not ordinarily
consider a product to be misbranded
becauss it bears a label statement that is
grammatically incorrect. Accordingly,
because the criteria for “‘less” and
*“fewer” claims are the same, the agency
will not consider “less calories” to be
misleading.

b. “Reduced” and “less” claims for
sugar

In the general principles proposal,
FDA proposed a definition for “less
sugars” that included a minimum
percentage difference of 25 percent but
did not include a minimum absolute
amount criterion. The agency did so
because the minimum absolute amount
criterion for other nutrients was the
amount proposed to be defined as
“low."” The proposed criteria for “low”
claims were based on DRV’s for the
nutrients, and because there was no
DRYV for sugars, there was no “low
sugars” definition. The agency solicited
comments for an appropriate
requirement that could be used as the
second criterion for this claim and
signaled its intentions to establish a
second criterion if one were not
forthcoming.

165. Only a few comments addressed
the term. Some supported defining the
claim “less sugars,” while a few others
suggested that the term “less sugars” is
not useful to consumers, is misleading,
and should not be used. However, those
objecting did not provide information as
to why this was sa.

As discussed in comment 80 of this
document, the agency has deterrhined
that the term “sugars free”” may be
confusing to consumers and therefore is
providing for use of the term “sugar
free.” The agency believes that “less
sugars’’ would also be confusing.
Therefore, for consistency the agenc
has determined that “‘less sugar” is the
more appropriate term to describe
reductions in the sugars content.
Further, because the comments
provided no arguments why the term
should be eliminated, and because the
term would provide certain useful
information to consumers in comparing
the sugars content of one food to
anothaer, the agency is not persuaded
that the definition for “‘less sugar”
should be eliminated. Accordingly, the
agency has retained this definition.

In addition, FDA has included use of
the term “reduced” in the provision for
“less sugar” (§ 101.60(c)(4)). Although
the agency had not proposed criteria for
“reduced sugar” claims, now that the
term “reduced” and “less” have the
same criteria, it would be inconsistent
not to also permit use of “reduced
sugar' claims.

166. Only one comment suggested a
second criterion for the definition of
“less sugar.” It recommended that the
claim be permitted only if the labeled
food contained at least 2 g less sugar
than the reference food.

The comment did not provide
rationale or other information to
substantiate the recommendation.
Consequently, FDA still does not have
a basis for a minimum absolute
reduction to be used in lieu of a
definition for “low sugar.” However, as
discussed above in response to
comment 158 of this document, FDA is
no longer using the minimum absolute
reduction as a criterion for “reduced”
and “less’ claims.

In view of this fact, the agency is
persuaded that the need for a second
criterion for sugar is similarly
diminished. The agency has established
in new § 101.13(j}(3) (see comment 159
of this document) a requirement that a
relative claim may not be made if the
amount of nutrient in the reference food
is less than the value for “low.”
Although for consistency, a similar
requirement for sugars might be useful,
the agency does not believe that there is
a compelling reason to definitively
establish the criterion, especially given
the fact that the basis for such a
criterion, a DRV for sugar, does not
exist. The agency will evaluate on a
case-by-case basis whether claims on
food that emphasize a very small
reduction in the amount of sugar are
misleading.
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2. “Light”
a. General

In the general principles proposal {56
FR 60421 at 60449), FDA said that
although the term “light” or “lite” is
primarily a relative claim that compares
one food to another food, it is often used
to directly describe the food itself in the
way that an absolute claim such as “low
calorie” is used. The agenciiprog;:;sed
several circumstances in which the term
*“light” could be used.

187, Savaral commanis warg
187, Se Or warg

concerned about the way that the term
“light” is used in the marketplace. A
few comments asserted that the term
*“light” is purely marketing fmffa .
Other comments said that “light” has no
scientifically acceptable meaning but
instead has a multitude of meanings and
as such will do more to mislead
consumers than assist them in making
better food choices. Another comment
said that because of the various
consumer interpretations of the meaning
of the term “light,” there needs to be
further rese: on its meaning before
the term can be defined. A few
comments stated that because “light”
has no meaning, it should not be
defined. )

Section 3(b)(1)(A)(iii)(IIl) of the 1990
amendments requires FDA to define
“light”” or “lite”” unless it finds that the
term is misleading. While the agency
agrees that some current uses of the
term are misleading, it has not made a
finding that the term is inherently
misleading, or that it cannot be used in
a nonmisleading manner. The agency
concludes that it has sufficient
information, including consumer
surveys cited in the general principles
proposal (Refs. 26 and 27) and other
information submitted in comments
with which to establish an apgmpriate
definition for the term. By defining
“light” and the conditions for its use in
a meaningful way, the agency intends to
help alleviate the confusion caused by
the many uses of the term and to ensure
that products that bear the term are
useful in maintaining healthy dietary
practices. .

168. A few comments stated that
*light” is not an expressed clain, but
rather that it is an implied claim. The
comments pointed to the House report
on the 1990 amendments (H. Rept. 101~
538, 101st Cong., 2d sess. 19 (June 13,
1990}) which said that an implied claim
is a statement that “implies that the
product is low in some nutrient
(typically calories or fat) but does not
say so expressly” and cited “lite” as an
example of such a claim. One comment
went on to say that as an implied claim,
*light” should be permitted with any

nutrient content claim, provided that
the food qualifies for the claim,

The agency acknowledges that the
House report stated that “lite’” was an
axample of an implied claim. However,
the agency believes that this term is
used as an expressed claim because, as
discussed in the general principles
proposal (56 FR 60421 at 60449), it has
a history of use both as a relative claim
and as an absclute claim. “Light” has
been used as a direct statement of the

level of both calories and fat in food (ses
L1011 12(h 11} Tn tha nranneal FNA

T AVAAG I A)) Ad RAIT AU PIOGE, & Asis
stated that in spite of the reference to
“light’* in the legislative history, it
intended to treat this term as an
expressed claim (56 FR 60421 at 60449
through 60450). The comments that
addressed this issue did not provide any
justification for not following the course
that the agency proposed. Therefors,
FDA is defining “light” as an expressed
claim in this final rule.

b. Definition of “light” based on fat and
calories

In the general principles proposal (56
FR 60421 at 60449) the agency .
acknowledged that “light” has been
used for a number of years to connote
a wide variety of meanings such as low
or reduced calories; reduced fat, sugar,
or sodium; light in weight, texture, or
color; and thin or less viscous. The
agency cited studies that showed a
stable perception by the majority of
consumers that “light” means that the
caloric level has been altered. However,
it noted that “light"” has also been used
to directly describe the food itself in
much the same way as the term *“low”
has been used. Because the agency
believed that the definition of the term
*“light” should be based primarily on
consumers’ perception that “light”
means “‘reduced in calories,” the agency
E;oposed that a food be permitted to

ar the term “light” without further
qualification if the food had been
specifically formulated or processed to
reduce its calories by at least one-third
compared to a reference food specified
in § 101.13(j}(1)(i), with a minimum
reduction of more than 40 calories per
reference amount and per labeled
serving size.

The agency also noted that it had
recently allowed the term “light” to be
included as part of the name of dairy
products that are altered to have, in
addition to one-third fewer calories, at
least 50 percent less fat. The agency also
noted that other normally high-fat
groducts are using “light” to describe

at and calorie reductions, In view of
these facts, and because the agency

believed that products with la:gt:
amounts of fat should not be labeled as

*light” unless a substantial amount of
the fat in the food was also reduced, the
agency proposed that if the food derives
50 percent or more of its calories from
fat, its fat content must also be reduced
by 50 percent or more compared to the
reference food that it resembles or for
which it substitutes. The proposal also
would have required a minimum
reduction of more than 3 g of fat Iet
reference amount and per labele

_ serving size in order to bear the term

“light.”

1689 A numhar nf rammante
20w, fi RURINOET Of COIMINSNIS

supported the agency's view that the
percentage of a food’s calories that are
derived from fat should be considered
in determining whether the food
contains a substantial amount of fat and
should, therefore, be required to be
reduced in fat for the product to bear the
term “light.”” Several comments
supported the agency'’s proposal that 50
percent or more of a food's calories from
fat was an appropriate level at which fat
reduction should be required. Andther
comment suggested that if 40 percent or
more of a food’s calories are normally
derived from fat, a fat reduction should
be required, but it offered no
substantiation for the suggestion. One
comment suggested that a food contains
relatively h‘xgb levels of fat if 30 percent
or more of the food’s calories are
derived from fat. It noted that the 30
percent threshold relates to the dietary
guideline that no more than 30 percent
of the calories in the total diet should
be derived from fat. The comment
suggested that a food that normally
contains more than 30 percent of
calories from fat would be inconsistent
with this guideline and therefore should
be required to be reduced in fat in order
to bear the term “light.”

The agency has considered thess
comments and is not persuaded by the
comments that it is necessary to ge
its determination that foods that
normally derive more than 50 percent of
their calories from fat should be reduced
in fat to make a “light” claim, The
agency acknowledges that the dietary
guidelines recommend that Americans
eat a dist that consists of 30 percent or
fewer calories from fat. However,
because fat is found in only about one-
half of the food supply, it is not
necessary that each food contain only 30
percent of its calories from fat for the
total diet to meet this goal. Rather,
because a diet would normally consist
of a combination of foods containing
various levels of fat, those foods that
derive somewhat more than 30 ent
of their calories from fat would gzm
balanced by foods that contain less than
30 percent of their calories from fat. A
diet consisting of both types of foods
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would be consistent with dietary normally contain lasge emounts of fit,  reduced for a food to bear the term. FDA
delines. Con: ly, it would not  The comments maintained that certain  believes that while the criteria for
e nacessary for all foods thet derive products, such as butters, ice creams, making a “light” claim must result in

over 30 percent of their calories from fat
to be reduced in fat to meet dictary
guidelines. There were no comments
that suggested the percentage of calories
from fat should be raised to a higher
percentage. Therefore, the agency is
retaining the provision as proposed, that
products that normally contain over 50
percent of their calories from fat contain
a substantial amount of fat and should,
therefore, have the amount of fat they
contain reduced to qualify for a “light”
claim.

g:Ze(:i mhﬂixle:; number of comments
8 ® agency'’s assessment
that “light” is pﬁmagy‘associated with
reduced calorie content, a greater
number of comments maintained that
consumers primarily perceive “light’ to
mean lower in fat. One comment cited
a 1989 Gallup Organizition consumer
poll stating that 8 out of 10 consumers
select “light” products in order to
reduce fat consumption. Others cited a
survey reported in an article‘entitled
“Americans to Maks LIGHTER Choices
in the 80’s” that appeared in “Calorie
Control Commentary,” vol. 12, No. 1
(Spring 1990), stating that 83 percent of
consumers selsct prot habeled as
“light"” in the betief that such products
are low in fat. One comment included
a study that found that 48 percent of
congumers think that products labeled
as “light” should have *‘slmost no fat”
or “no fat at all.” Another comment
stated that “light” has been used for
decades to refer to fat reductions
without evidence of consumer
misunderstanding. The comment
included a survey of 1,000 trademarks
using the word “light” and noted that
35 percent of those trademarks were
associated exclusively or primarily with
reduced fat content in products. Many
comments favored allowing “light”
claims for foods on the basis of fat
reduction alone,

The agency has carefully reviewed
these comments and, on the basis of the
evidence presented in them, has been
convinced that in addition to “reduced
in calories,” the term “light" is also
commonly understood to mean
“reduced in fat,” Consumers apparently
view reductions in fat as a major reason
for purchasing “light” products.
Therefore, FDA does not consider that
the term “light” is appropriately used
only on products in which there has
been a reduction in calories. The term -
also is appropriate on products in which
there has been a reduction in fat. ’

171. Many comments contended that
the proposed definition for “light” is too
restrictive, especially for foods that

chocolate-coated ice cream novelties,
cheeses, cakes, brownies, muffing,
frosti‘njs, peanut spreads, savory snacks
(pretzels and chips), popcom, and
coffee creamers could not be altered to
qualify for a “light” claim under the
comments pointed out that many fat
substitutes cantain a substantial amount
of calories, and that even though it is
often possible to reduce the fat content
in products by 50 percent, it is not
always possible to also reduce the
calorie content by one-third unless all or
most of the fat is removed.

The comments stated that in the case
of ice cream novelties, for example,
because some of th:gefamd“fat
replacers, such s catbohydrate or
protein solids, contdin a substantial
amount of calories, it is difficult to
remove enough of the calories nermally
contained in the product to achieve a
one-third calorie reduction solely by
reﬁacing the fat. To accomplish this
ca.

rie reduction, the comment said,
would require that virtually all of the fat
be removed and replaced with an
ingredient such as polydextrose which
has a lower calorie content.than other
fat replacers, However, in achieving this
caloric reduction, the comments
maintained, consumer acceptance is
“lost along the way."

The comments asserted that similar
problems occur with cheeses and other
products. The comments contended that
manufacturers’ present inability to make
products that can substitute for products
normally high in fat, that are acceptable
to most consumers, and that can meet
the “light” definition will significantly
reduce labeling and marketing
incentives for such products. Several
comments maintained that, as a result,
many reduced fat alternatives will be
removed from the market, and that
development of more “light” products
will be retarded. Several comments
asserted that having fewer options will
cause difficulty for consumers who wish
to reduce their fat intake to 30 percent
or less of their calories from fat, as
recommended by dietary guidelines.
They stated that, consequently, the
criteria for use of the term “light”
should not incorporate both a 50
percent fat reduction and a one-third
calorie reduction for products with a
substantial amount of calories from fat,

The agency has reviewed these
comments and is persuaded that
because of the difficulty in achieving
“light”” products that are reduced both
in calories and in fat, the agency will
not require that both nutrients be

labeling that consumers can understand
and rely on, the criteria should also be
reasonably achievable to encourage
manufacturers to produce altered
products that will asstst consumers in
maintaining healthy dietary

practices.
The agency swﬂ@i&“ o g that it is difficult
to achieve reductions of both calories
and fat in a number of products
containing more than 50 percent of
calories from fat, p ly dairy
products such as , ice creams,
and frozen confections. In addition,
congumers will not purchase,and |
therefore will not benefit from, altered
produects that do not meet their
acceptance regquiréments.

In the general principles propasal,
FDA stated that a majority of consumers
associate “light” with a reduction in
calories, even though thera:aré other
meanings for the term. However, as
discussed in comment 170 of this
decument, the co g provided
information that establi that
congumers strongly associate the term
“light” with reduced fat levels. Thus, as
discussed in more detail below, FDA no
longer believes that a reduction in

" calories in the-fopd is essential or is

always expected by consumers who
cllllgzse aAiaod becanse tﬁt‘bam the k:;rm
€y t-” ccordi! B‘!’I W
deleted from §101.56(b) the
requirement that products that contain
more than 50 percent of calories from fat
be reduced both in calories and in fat to
béar the term “light.”

172. In the general principles
proposal, FDA requested comment on
whether it was necessary to prohibit a
“light” claim on a product containing
more thapn half its calories from fat that
is reduced by one-third in calories but
that has not also been reduced in fat by
the ret}uu'ed minimum, The agancy
asked for comment on whetlier the
claim was misleading and should be
prohibited, or whether a statement
informing the consumer that the
product was not reduced in fat would
make the label not misleading. In
responss, the comments did not support
the use of a label statement in alertin
consumers that a particular product that
was labeled as *“light” was high in fat,
In addition, although comments did not
directly suggest that “light” be
permitted on foods that derive one-half
of their celories from fat that had been
reduced by one-third in calories but not
by one-half in fat, many comments did
?uggast that in such foods, fat reduction
s nec .

The Surgeon General’s report (Ref. 4)
and the NAS's report “Diet and Health:



>

foods with ,anlﬁsé%ek of fat

(i.e., mave than 50 percent of calories
form fat) must be substuntisily reduced

in futif they would be useful

\ m ¥ ) 0
to connote a reduiction in-fit as-well as
a reduction in calories, depending.on
the food involved. Accordingly, the
agency has detarmined that it is
appropriate for & food to bear the tarm
when it has been sufficiently reduced in
fat ar, where appropriate, calories. (The
amount of fat or caloried necassary to
constitutg such a reduction is discussed
below.) The agency is therefare
providing in § 101.56 that the term

+ “light” may ba used when the labeled
food differs from tha reference food by

a minimum percentage reduction in
either fat or cilories {(coviments 170 and
171 of this document). However, FDA
also concludes that for foods that derive
more than 50 percent of their calories
from fat, the minimum pemmaga
reduction in fat is necessary for the term
“light” to not be misleading (comment

for “light” weuld min L2 % (a%r
of brand names prohibited on the
grounds that the food did not meet the

definitipnal onts, One.
st said that the same definitions
fohrgtllim m‘;&”ﬂ“?h‘i'n “loss,” izig“
[ ¥ t" W} . : cmly ~ )
cost to the maﬂﬁcﬁrm afhid ave
to the consummer, by significaii
reducing the costs associated'y
compliance, Other comments ssid that
any definition would serve as a floor,
and that competition and innovations in
the market Klaco would push sctaal
reductions higher. )
The agency has cansidered the
ents that because “Hght'' isa
relative claim, it should be defined in
the same manner that the other relative
claims “reduced” and *less" are
defined. However, the agency is not
persuaded by the comments that such a
definition is appropriate. “Light” is a
term that has special usefulness as a
marketing tool for manufacturers to
uickly and easily convey to consumers
at the product to which the term is
attached has been signiﬁtnnﬂmduced
in the level of fat or calories. Although
the agency recognizes that specifying

names, Ha

*

that it should pe
11 \gm’vwi

v, FDA dogs ot beliove

it or encourag

quallfication’ i  dhat de

Hcation on products that do not
roprssent o moliication i o
calorle qansumptieu, as approprints.

hermaore, the agancy does not
believe thiat thé costs associated with
compliante relative to distinctions
betwaen the two definitions for “light”
and “reduced” and “less’ are sufficient
to warrant madification of this decision,
and the comment did not provide cost

information to substentiate its assertion.

a vanety of
opinions as to the minimom antage
of fat by which a food should be
reduced to qualify to bear the term
“light.” A number of comments objectea
ta the 50 percent fat raduction
requirement. They asserted that in
certain product categories, it is not
technically feasible to develop products
that are raduced in fat by 50 percent or
more and that ars acceptable to the



have aminimum absolu
fat of ?'%wiﬁch is significan
A number of commen
uliaht” cmms%mm
content is reduced b
Some comuments |
third reduction in fat'
and would be desirable because it is
consistent with a ope-third reduetion in
calories. They maintained that it was
easy for consumers to understand the
meaning of the term “light” if a food
must be reduced by a single percentage
of either fat or calories in order ta bear
the term. One comment suggested that
a one third or greater fat reduction
would make a valuable contribution
tov;;rds helping consumers to reduce fat
intake.

comments suggested that 50 percent or
“balf gs muchy” is pn sesy level for

consumers to remember. Finally, one
comment stated that & consumer study,

v

it is not convinced that they are so great
as to prevent mariufacturers from
p%mmﬂpg a significant
number of praducts with a large enongh
fat reduiction to besr the torm “light.”
problems.assaciated with ,

in baked goods would not be pertinent
to such products’ ability to bear a
“light” claim because these products
gensrally do not contain 50 percent of
their.calories from. fat, and the 50
percent fat reduction is, therefore, not
required. The same is true for certain
savory snacks such as pretzels. A fat.
reduction is required only for products
that derive. more than 50 percent of their
calories from fat.

The agency is not persuaded by the ~
comments that a 25 or 33 1/3 percent
reduction in the amount of fat is
sufficient for a food to bear a “light”’
dlax:l? The comments aﬂvav?tlii:h at :
“light” is a special term particular
marketing appeal, and as such it should
gher standard than that used

have a hi

-for “reduced” and “less” claims which

may be used on the label of foods
having a 25 percent reduction in fat.

e agency believes that the definition
for light should take into account

products that are fat frée. With t

varisty of such products currently on
the market, the agency. is not persuaded
that it is not possible to make and
market consumor-acesptable products
that are reduced in fat by more than 33
1/3 percent, Furthetmiore,
manufacturets wishing to-make and
market similar prodycts with fat
reductions between 25 and 50 percent
will still be able to inform to consumers.
through use of the terms “rediced” and
“less,” that the product did contain a
certain percentage less fat than their
regular product or ather simmilar
products. Although the agency is aware
from comments that such terms-are less
marketable than the texm “light,” these
terms are a method of effectively
communicating product changes to
consumers.

In summary. FDA concludes that the
50 percent minimum fat reduction is an
afpmpria‘te enterion for use of the term
“light.” Accordingly, the agency is
retaining this provision in the final
regulation.

175, One comment suggested that the
term *light” should be permitted on
foods whose fat content is 10 percent or
less. It noted that this would conform to
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of FS18 for the term *light”
be consistent with FSIS’

the poli
and wou
deﬂniﬁqn for “lean.” .

'The egency does not sgree. Both

agencies dre devel lations on
use of “light” snd “leen.” In its
Nutrition sta g of Mgat siid Pouliry
Products proposal (56 FR 80302), FSIS
adopted FDA's § sod criteria for

“light” in place of @ 10 percent or less
fat content criterion uséd previously.
Because FSIS is na longer using this
criterion, the comment that F‘DA could
harmonize the two agencies’ policies by
adopting the 10 percent or less criterion
is not correct. Furthermors, FDA is

adopting in this final ation. FsSIS’
definition for “lean.”
regulations will provide diaﬁnct

definitions for both terms. The comment
did net present any other rationale to
justify its request.

176. Sevetal comments recommended
that a food be required to meet the
definition of “low fat' to'qualify for use
of the term “light.” One comment
referred to a consumer survey that, it
claimed, found that many consumers

“light” foads to have “almost no
fat” or “no fat at all.” The tommient also
stated that if foods cannot meet these
strict criteria now, “light” should be
used only on the few that do
qualify until food technol
developments can achieve the
appro riate changes. The comment

that such an a would
encourage development of products
with greater nutrient reductions.

The agency does not that a food
should have to be “low fat” to bear the
term “light.” The agency acknawlodges

that many consumers

foods to not contribute significant
amounts of fat, However, does not
agree that the submitted survey

Expoct “light 1ooas 1 have ~Limost
expect “ " teo ost no
fat” or “no fat at all.” FDA's
interpretation of the survey is that some
consumers : a “light” product to
have “somewhat less fat” or “‘one-half
the fat.” The sgency believes that
a 50-percent minimum

mog for foods that derive more
than 50 t of calories from fat will
ensure that foods bearing “light” claims
will not mislead consumers. In addition,
FDA is requiring declaration of the
percentage of fat reduction on all foods
that bear “light” claims, not just those
for which the reference foods derivs 50
percent of calories from fat (§ 101.58(b)),
This declaration will inform the
consumer of the meaning of the term for
each food that bears it.

The agency also does not that
overly strict dafinitions for will
encourage manufacturers to produce

foods with gréster improvemenits in
nutrmlxt As m;:l r?vi ﬁé:!
eneral principles p 165

to “reduced sdeium" clatms (58 FR pect

60421 at 604;;“&. t;:e curre:xtmu

regu.lnment 75 percent sodium
uction is too strict. ently,

very few ioods bm the claim. The

Ntﬁh that constimers are
more likely to nmke better food choices
ifa %reater varjety of improved foods is
availeble, and if information on the
improvement is available,
Consequently, FDA is not adopting the
suggestion in the comments to re re
that foods meet the definition of #
fat” to qualify to bear the terin “light ”

177. nf;}itaw %omts stated at{‘mt tﬁ:
term * * shor permitted to
used on products that are “low” in a
nutrient. They stated that in the
legislative history of the 1990
amendments, Congress said that it
considered the term “light” to imply -
that a product is “low” or “reduced" in
fat or calories. Another comment
suggested that there are a large number
of product labels that have enjoyed
longstanding n;farskeﬂng untg:*r aggm
interpretation 105.66 “
means either “low calodies” or “reduced
in calories,” and that the agency should
continue to allow the descriptor “Hght”
to mean “low” or “reduced” in any
nutrient,

The agency has reviewed these
comments and is not convinced that the
term “light” should be ed to be
used on produicts that are “low" in a
nutrient, In definitions for
terms, FDA tontstively determined that
it should provide unique definitions for
each of the individual terms that the
statute required FDA to define.
However, the definitions, while distinct,
provide for a range of terms to describe
significant levels or differences in levels
of nutrients. FDA has been persuaded
by the comments that it is a?mpﬂate
that the terms “reduced” less”
have the same quantitative definition,
However, the agency is not convinced
by the comments that it would be
appropriate for a product that is “low”
in a nutrient to bear a “light” claim
based onlyon the “low” level of that
nutrient in the product. On the contrary,
as discussed below in comment 179 of
this document, a “light”* claim is
prohibited on foods for which the
reference food is “low” in the nutrient,
The agency has concluded that “light”

implies a ce {n nutrient content
between two foods. Thus, in , 8
n;duction in a nutrient thst ist&mad
“low” is insigniﬁmt. and a claim

that difference is misl . The
agency believes that the term “low”

the riutrient in such a food.

178. Most comments addressing the

issua agreed withi FDA's ‘inck!sion of

lorie redu

ddﬁnition
th

asaeqmponant nfthe :
Mﬂstaho ’

» ; im
the term, mcemmm““;m” -

e o
a reduction was significant and

However, some: ‘comiient
the calotic content of &
y 50 percent or more in order for the

food ta be labeled as “light.” One
suggested that a 50 percent
reduction in calories would be
consistent with the lével of fat reduction
ired for “light” chim and would
ce the mz.m i’nsigniﬁmnt

The agency is not persuaded by the
comm:gts t‘l:;ya; a calorie geduction
criterion for “lght” clafms other than
the propased one-third reduction is
appropriate, The comments didnot
provide infofmation to substantiate why
a 50 pércent talorle reduction was more
appropriate. The agency discussed the
one;rtl;i};d tédnng‘ . 1z
gen principl

o “reduced calaris

health signiffemca could he less than
the 50.percent reduction n for
other nutrients, including fat.
given the difference in the oocurrénce of
the nutrients in the food mply, 850
percent reduction in fpt. an
reduction in calories do poﬁarm
g{onsiatent function in (g‘l’ o:iatd diat.
oreayer, permi e claimsat .
one-third reducﬁt;i:%vﬂl allow a greater
vari of nutritious foods to bear claims
in reducing or maintaining
mlorie intake or bod weight,

, In addition, FDA his ussd the one-

third reduction in calories as the basis

for “reduced calorie™ claims in § 105.86

since 1980, Intbattimo.thusencyhu

not foufid a-problem with:

mdc‘l;ﬁ:i.;ni: calaries in foods

sul According} agency is

not revising in § wx.se(g) $°

E:rcentage of calories that a food must
reduead in order to bear a “light”

179. Many comments disagreed with
the proposed requirement for a
minimum absolute reduction of 3 g of
fat or 40 calories for a food to bear a
“light” claim, One com.nent asserted
that the proposed minimum 40 calorie
and 3 g criteria would eliminate “light”
claims on sour cream, because those
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ugrnhtmld be & ieted. Accerdingly.s
the agancy is deleting this requirement
mt with th

2 0 slﬁl
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dihx proda
base théir xéducﬁbn onru rence fol
that ate alréady "fow" target
nutrient. As in comment 159
of this dumzment the agency considers
such a reduction to be tﬁzia:l hibited

, the. cy pro ite

such% W for products
lﬁht” claim in new

180, m principles prop
(56 FR 6043 amoma)mvidad t
like “reduced” and “less” claims, a
“light” claim must be accompanied by
a declaration of this it of nutrient
reduction, the identity of the reference
food, and the absalute amount of
calories and, where appropriate, fat in
both the h‘b&lad food and the reference
food. Howevet, a number of comments
suggestbd that for a “light” claim

“raduced calorie” or “reduced

fat." a disclgsure statement, qualifying
statemient, satement,

such as ﬂxJ%ﬁon 3 &

@ term,

- reduced calorie content, it should bear

, bassd on fat contént alone; a
*‘&smmntm%* ight in fat”

or “}i th}fazcmly. %ﬂ'
the label, and where a “light” is

based on calories, a s statement such-as
“light in calories” or i th: in calories
\ly" shou da Bgﬁt eamxgonts
iggostod that product is not
t’l gtia @ﬁis;i&ht" Eﬁ.&ah&b of .
reduced fat, it.shou 4
statement sich as "“This product is no%
lower in fat,* and | ifthe rodict is
not designated as “light” on 1ha basis of

mad

aqu statement such as “This
p&dﬁﬁ?ﬁo{%war gﬂqﬁl@ﬁm The
comments suggested that this
clarification is necessiry bécause many
) \!@Mgnééﬁﬁma&&owhémnhe :
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arketing Watory of these

has determined that daclarations of long my

absolute amounts of fat and calories _ products, and hmuab 4 salt substitute
may appropriately be made on the ﬁas virtually no-caloriés and would,

information panel instead of the PDP therefore, not be expected to be teduced
(see comment 214 of this document), the in calories or fat. - therefore,
agency agrees with the comments that  proposed that the term * t could'be
the term “light” may be misunderstood  used on & saltsvbstitut: if the product
unless it is pro r clarified. The contained 50 percent less sodium then
agency concludes that because it is ordinary table salt.
g the unquahﬁed uss of “light”  181. Many coraments. with the
‘ whgm either a minimum percentage E)mposal that “light” should be defined
reduction in fat or a minimum r use on salt substitutes. They stated
percentage reduction in calories is met,  that “light” was an appropriate term on
but not necessarily both, the fic such products because they had
nature of the reduction for each nutrient essentially no calories. However, some

must be declared. This declaration is

comments stated that ‘light"* would be
necessary to prevent the term “light”

confusing on a salt substitute because
from misleading the consumer into consumers associated the term “light”
believing that the food has been with redumd calories. Others said th
sxgmﬁna;nﬁy reduced in both calories * notbe ftted on. & saut
and fat when it has not. This. substitute as an unqualified term if the
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product cannot meet the definition for
“low sodium.” A few comments stated
that if “light” is defined for salt
substitutes, the amount of sadium in the
product should be declared. They said
that information on the amount of
sodium in a salt substitute is very
important for persons who must restrict
their salt intake.

The agency concludes that, as
proposed, “light” is appropriate for use
on salt substitutes. Salt substitutes
bearing the term have had a long history
of use without apparent consumer
confusion. As one comment pointed
out, the possibility of confusion is
minimized because these products have
no calories as well as no fat. Also, the
agency is not persuaded that such
products should be prohibited to bear a
“light” claim if they are not “low
sodium,” i.e., 140 mg per serving,
because such a rule would prohibit
“light”* claims on most, if not all,
sodium reduced salt substitutes. Such a
product would have to be reduced in
sodium by approximately 85 percent to
qualify for the claim.

Further, the agency advises that it
recognizes that salt substitutes bearing
the term “light” are used primarily by
persons who are trying to limit their
sodium intake, and that the amount of
sodium in such a product is important
information, The amount of the
nutrient, in this case sodium, that is in
the labeled product compared to the
reference product (table salt) is required
to be stated on the information panel.
This statement should provide adequate
information for consumers aboul the
amount of sodium in the product.
Accordingly, FDA is not changing the
proposed provisions for “light” claims
on salt substitutes,

182. Several comments suggested that’

the term “light” without qualification
should be permitted for use on foods
reduced in sodium. The comments
suggested definitions of “nutriticnally
significant reduction in the amount of
sodium” and minimum percentage
reductions of 25, 33 1/3, or 50 percent.
The comments cited a report of a study
by the Calorie Control Council,
“Americans Find ‘Light’ to Their
Liking” (Ref. 27), in support of their
suggestion that the term “light” should
be authorized for use on products that
are reduced in sodium. According to the
comments, the study demonstrates that
71 percent of those surveyed knew that
“light” is used to refer to a variety of
product qualities such as lower in
calories, fat, cholesterol, or sadium or
lighter in texture, color, taste, or weight.
The comments stated that their
experience suggested that consumers
perceive “'light” to mean reduced in

*more than one macronutrient,” and
that the term was widely used in the
market place. One comment said that
“light” should be defined for sodium, so
that if a company could not comPly
with the “light” fat or “light” calories
requirements, they would not be
prohibited from usinf the term “Jight.”
Other comments disagreed, sayin
that “light” claims for sodium should
not be defined because consumers
associate “light” with calorie content.
They suggested that any product bearing
the term “light” will be perceived as
containing fewer calories and not less
sodium. One comment cited a recent
Canadian-study (Tandemar Research,
Inc., Consumer Use and Understanding
of Nutrition Information of Food
Package Labels (Jan. 1992)), in which

- only 3 percent of those surveyed

volunteered that “light” meant ''less
salt,” as support for its claim that
“light” should not be defined to
describe a reduction in sodium. Another
comment related experience in
marketing a product that was reduced in
sodium as part of a line of *light”
products, saying that there had been a
number of complaints from consumers
who were confused because they
expected the product to be reduced in
fat, not in sodium, and consequently the
company had dropped the product from
the “light” product line.

Angother group of comments suggested
that “light”* should be defined for soy
sauce and other low calorie foods that
are used primarily as salt substitutes.
They said that like salt substitutes, these
products also contained virtually no
calories. They added that even if a
“light” claim on one of these products
was misinterpreted to mean “reduced in
calories or fat,” no harm would come to
the consumer because these products
had an insignificant amount of fat and
calories. Therefore, such a product
would not be misleading. Yet another
comment suggested that foods that are
used in place of salt, but that are not
calorie free, should be requifed to meet
a calorie/fat based definition for “light.”

The agency has carefully considered
all of these comments concerning use of
the term “light” without qualification to
reflect reductions in sodium. As
discussed abave, the agency remains
concerned that the use of the term
“light”” without qualification on
products that are reduced in sodium but
not reduced in fat or calories would be
misleading to consumers because of
consumers’ expectations that a product
labeled as “light’ has been reduced in
fat or calories. The agency has already
considered the study by the Calorie
Control Council (Ref. 27) and
acknowledges that “light” has been

used to connote a wide variety of
meanings, such as reduced sodium and
lighter in texture, color, or weight.
However, the same study suggests that
controlling calories {85 percent of
respondents) and fat (83 percenit) were
two of the major reasons for use of
“light” products. In addition, the report
of the Calare Control Council summary
used by FDA stated that 69 percent of
those surveyed cited “lower in calories”
as the first response when asked the
meaning of the term “light.” Clearly,
although eofisumers do consider that
“'light”” can mean “light” in sodium,
th? are primarily concerned with fat
and calarie reductions in “light”
products, Therefare, the agency remains
convinced that “light” claims without
qualification on products would be
misleading if the product did not have
significant reductions in fat or calories.
Accordingly, the agency is not
providin% a definitions for “light” for
use on all products having only
reductions in sodium.

However, on careful consideration of
the comments, the agency is persuaded,
that, like “light” claims on salt L
substitutes, “light” claims without
qualification on sodium reduced
products containing only a few calories
and little fat (i.e., a “low calorie,” “low
fat” food) are not misleading to
consumers and can assist consumers in
maintaining healthy dietary practices.
The food meets the expectations of the
consumer that the product is useful in
achieving a diet consistent with dietary
guidelines for calories and fat, albeit
because the food was normally low in
fat and calories rather than low in fat
and calories by modification.
Consequently, the agency has
determined that if the sodium content of
a “low calorie,” “low fat" food has been
reduced by 50 percent, it ma
appropriately bear an unqualified
*“light” claim. This determination is
consistent with the suggestions in the
comments and the definition proposed
for “light” on a salt substitute. Further
while other percentage reductions were
suggested, no justification for any of
those other reductions was provided in
the comments. Accordingly, the agency
is providing for this use of “light” as a
50 percent reduced sodium claim in
§101.56(c).

183. A few comments suggested that
“light” sodium claims would not be
misleading if a disclosure statement
such as “this product is not lower in fat
or calories” or other qualifying
information about the nature of the
modification was specified adjacent to
the term. One cornment cited the
findings from the Calorie Control
Council’s study that 67 percent of those
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responding believe that “light” is
appropriate to differentiate product
qualities so long as the term is clearly
explained.

e agency has carefully considerad
these comments. Given the significant
traditional association between the term
“light”’ and sodium content, and the
dietary guidelines that suggest a
reduction in sodium intake {Ref, 7),
FDA has concluded that while an
unqualified “light” claim for sodium
would generally be misleading, it is
appropriate to provide for su£ a claim
with respect to sodium content for use
on foods that contain more than 40
calories and 3 g of fat per reference
amount if the claim is appropriately

ualified. The agency has determined
&at such n&;;mt?;beundto
highlight a e, is, & 50 percent or
mgre.gx:duction in the sodium content
of such foed. Such a requisite reduction
is consistent with the definition of
“light” for fat and for sodium on foods
that contain less than 40 calories and 3
g of fat per reference amount.

Therefore, to ensure that this
additional “light” claim for sodium
does not mislead or confuse consumers,
FDA has concluded that it is necessary
to tightly lirnit the circumstances in
which it may be used. Thus, FDA is _
requiring in § 101.56{c){2)(i) that this
use of the term “light" must be qualified
to distinguish it from theinqualified
use of the term that describes reductions
in fat or calories. The qualified term that
FDA is defining is “light in sodium.”
Second, to convey to consumers that
“light in sodium" is a single term, and
to ensure that a misleading impression
is not created by manipulations in type
size, FDA is requiring in § 101.56(c){2)(i)
that the entire term be presented in
uniform type size, style, color, and
prominence. Consequently, if a
manufacturer wishes to use the term
“light* in a brand name to describe a
reduction in sodium, the qualifying
phrase “in sodium” or the statement
“light in sodium’’ must e:gpaar in
immediate proximity to the term
“light,” in uniform type size, style,
color, and prominencs.

Thersfore, in §101.56(c)(2), FDA is
providing for a qualified “light in
sodium" claim when there has been at
least a 50-percent reduction in sodium
content of a food as compared to an
appropriate reference food (see
§101.13(j}(1)}. In addition, for reasons
that are similar to the discussion in
comment 179 with respect to light
claims for foads that are low in fat or
calories, the agency believes that a
“light in sodium" claim on a food
whosae reference food is already “low in
sodium” would be misleading.

Therefore, in § 101.56{c)(2)(iii) the
agency is prohibiting such a claim
except for meals and meal-type products
(see comment 272).

. 184, A fsew comments suggested that
“lightly salted" should be permitted,
particularly for use on nuts. The
comments suggested that the definition
should be either one-third less added
sodium or 140 mg of sodium per serving
(“low sodium”), The comments said
that because of a long history of use,
consumers were familiar with the term
“lightly salted.” The comments also
stated that “lightly salted” was an easy
way for consumers to identify products
with less added salt. One comment
requested an exemption for “lightly
salted nuts,” saying that it would be
similar to the “sugar free” exemption
proposed for chewing gum.

e agency agrees with the comments
that “lightly salted” is a claim long
used, for example, on nuts, to mean that
less salt has been added to the labsled
product than to the regular product. In
this sense, it is used as a relative claim.
As such, “lightly selted” may be an
appropriate term to reflect such a salt
reduction, However, to be consistent
with the other uses of the term “light,”
the sgency has determined that the

roduct must have at least 50 percent

ess added sodium than the regular
brand. In addition, as discussed in
comment 75 of this document, the
agency has determined that a claim of
“no added salt” would be misleading on
products that are not sodium free,
unless the label has a statement “Not a
sodium free food” or “Not for control of
sodium in the diet." Consistent with
that determination, a comparable
disclaimer, 1.e., “Not a low sodium
food,” must be placed on the
information panel of “lightly saited"
products that are not “low” in sodium.
This disclaimer will assist the consumer
who may wish to control his or her
sodium intake by consuming the labeled
product rather than the regular version
of the product from being misled into
thinking that the labeled product is
“low" in sodium when it isnot. In
addition, because this is a relative
claim, the appropriate accompanying
information, as specified in -
§ 101.13(j}(2) is required. Accordingly,
the agency has provided for *lightly
salted” in § 101.56(g).

185. A few comments suggested that
““light cholesterol” should be defined.
The comments suggested definitions
ranging from the criteria for “low
cholesterol” to 50 percent less
cholesterol. They said that to ensure
such a claim was not misleading, the
statement, *‘this product is not lower in
fat or calories” could be added to the

claim. However, the comments provided
no justification as to why the agency
should promulgate such a definition
other than the finding from the Calorie
Control Council Study cited previously
that “light” has been used te refer to
products lower in cholesterol.

The agency is not convinced by the
comments that a “light” claim is
appropriate on products-that are

ced only in cholesterol. As
discussed above in comments 170 and
182 of this document, consumers most
associate “light” with reductions in fat,
calories, and in certain ts,
sodium. There is not the same strong
association between “light”and
cholesterol content. Although the report
on the Calorie Control Council study
mentions cholesterol as one of many
qualities with which the term “light"”
has been associated, the report does not
provide a basis to distinguish
cholesterol from these other qualities as
it does with fat, calories, and sodium.
Thus, the agency does not consider the
mention of cholesterol in the Calorie .
Control Council report to provide
adequate justification for a “light
cholesterol” claim, It does not establish
a particular association between “light”

and cholestmlth reduction.
Consequently, the agency is not
providing a definition for “light” for use

on ];roducts that are reduced only in
cholesterol.

186, A few comments also suggested
that *'light saturated fat” should be
defined. The definitions suggested for
this term ranged from *‘a nutritionally
significant reduction in the amount of
saturated fat” to 50 percent less
saturated fat. There was no justification
other than the report of the Calorie
Control Council’s study.

‘As with cholesteral, the agency is not
convinced that a “light” claim is
appropriate on products that are
reduced only in saturated fat. In the
report of the Calorie Control Council
Study used by FDA (Ref, 27), saturated
fat is not specifically mentioned as a
quality associated with use of the term
“light.” Consequently, the agency has
no basis to determine that consumers
perceive “light” to mean reduced in
saturated fat, Lacking any other
justification, the agency is not
persuaded that use of “light” is
appropriate on products that are
reduced in saturated fat,

187. A few comments suggested that
“light sugar” claims should
permitted. One comment stated that a
“light sugar” claim should be defined to
mean that the food had 25 percent less
sugar and at least 5 g less sugar than the
appropriate reference food. Other
comments stated that “light sugar”
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percent less sodium than salt. However,
the agency proposed that the term
*light” could also be used to describe
physical or arganoleptic characteristics
of a food so long as that attribute
adequately qualified the term “light,”
e.g., “light in color” ar “light and
fluffy,” and wes in the same type size,
style, color, and prominence as the
word “light” and in immediate
proximity thereto. The agency also

roposed that if the term “light” had
geen associated through common use
with a particular food, such as *“light
brown sugar,” to the extent that the term
“light” had become part of the
statement.of identity, such use of the
term would not be considered a nutrient
content claim,

188, A majority of those commenting
on the subject had no objections to
products bearing the term “light” to
refer to other physical or organoleptic
properties of a product, so long as that
protgerty was specified. They said that
in these circumstances, consumers are
aware of the meaning of the term
“light.” However, a few comments
objected to allowing such “light”
claims. One stated that use of the word
“light” to describe color, texture, or
taste may mislead some consumers and
undermine credibility of the term.

would be misleading, and the same uses
of “light” that exist in today’s
marketplace will be perpetuated,
undermining the basic purpose of the
1990 amendments. However, other
comments objected to this type size
ment, saying that the attribute
information should not be required to be
the size of the claim. Suggestions were
that the attribute should be in type one-
half the size of the word “light,” one-
half the size of the brand name, one-half
the size of the name of the food, or as
prominent as the statement of identity.
Another comment said that there should
be no type size or placement
requirements for the defining attribute.
Another comment said that the graphics
requirement for this information was so
unreasonable and burdensome as to
constitute a virtual prohibition for use
of the term.

The agency has considered these
comments and is persuaded that the
type size requirements proposed for the
information that defines d “light” claim
about a physical or organoleptic
Eroperty of a product would

urdengsome, and that this information
need not be as large as the claim to
effectively clarify the physical or
organoleptic properties of the labeled
product. However, because of the

nment states
should be natrowed.in wopemtgt this
unqualified usage of the word “light”
would be limited to situations in which
the term reflected physical or
organoleptic properties of the food, such
as color or weight and not nutritional
qualities. .

The agency advises that the provision
in proposed § 101.58(f) was intendad to
apply only to use of “light" to describe
physical and otganoleptic properties of
the food. It was not intended to' permit
uses of “light” that are cm&mo aother
parts of the regulation, Accordingly,
FDA has modified new § 101.58(f) to
clarify the permitted use of the tarm.
Where the word *“light” has corne to be
Fart of the statement of identity through
ongstanding use of the-tére, It is
generally used to characterize a preduct
not in comparison to a regular &mduct.
but to a contrasting version of the
product e.g., “light brown sugar” versus
“dark brown sugar.” Without use of the
term “light" to distinguish the food
from its counterpart, there would be
confusion as to the specific identity of
the product. Therefore, the agency
concludes that for such products, the
word “light” is fundamental to an
understending of the product’s identity.
Consequently, in such circumstances,
FDA is allowing, under §101.58(f), the
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e W

The agency agrees that it would be
appropriate in this long standing
situation, for the manufacturer to use
the word “light" without qualification
to differentiate a version of a cular
brand of fruit cake that is “light”in -
color from a version of the same brand
of fruit cake that is “datk” in coler.
However, FDA advises that for this uss
the term "Hﬁht” must appear in the
statement of identity, e.g., “light fruit
cake.” In addition, FDA would ‘
the dark version of the to
labeled “dark fruft cake,” so that the
terms “light” and “dark” have the same
conspicuousness on the label. The
agency believes that such a use is not
misleading to consumers because it is
clear from the relative use of the terms
“light” and “dark” that the word “light”
in this instance refers to the color and
cn:ito any other properties of the fruit

0.

192, One comment requested that the
agency clarify and codify the method for
a manufacturer to demomstrate that its
use of the term “light” on & product is
permissible because the term has come,
through long use, to be part of the
statement of identity.

The agency believes that the
situations in which such a
demonstration would be eppropriate are
sufficiently few that speclgc provisions
are not necessary to implement this
grocedure. When the use of the term is

roadly applicable to a class of
products, a petition would be
appropriate. There is provision in part
10 (21 CFR part 10) for this type of
request, However, the agency does not
believe that it is generally necessary to
submit a formal petition to address this
matter. Except for those ing brand
names, petitions are bi y applicable
to a class of products and do not address
a single manufacturer’s product. If a
manufacturer wishes to have advice on
whether a product’s use of the term
“light” in its statement of identity is
appropriate, the manufacturer may
submit to the agency evidence to
substantiate the longstanding,
nonmisleading use of the term for this
purpose. The agency will review each
situation on a case-by-case basis and
notify the manufacturer whether the
label declaration is appropriata.

word without any use of printing,
hyphenation, or spelling that unduly
emphasizes “light,” does not state or
imply the level of a nutrient. However,
FDA also advises that it will evaluate
label statements using forms of the word
“light"” to determine if they are used in

a context in which they make claims
thgfl a nutrient has been reduced in the

iii. Additional terms

164, One comment stated that
additional terms such as “extra light” or
““ultra light” should be defined. Thay
said that the state of California allows
these ~I%egnitic:lus to gamﬂzibe reductions
in milk fat an icy to
define “light” \:ir(ia eaaugmbﬂky to
allow this labeling to continue. The
comment said that “extrs light” should
be defined as a two-thirds fat reduction,
and that “ultra light” should have no fat
(a 100 percent fat reduction) compared
tow milk,

The comments have not provided
sufficient justification for the terms
“extra light” or “ultra light.” Therefore,
the agency is not providing definitions
for those terms at this time. The agency
is not persuaded that the consumer
would understand the differences
among “light,” “extra light,” and *‘ultra
light,” especially since definitions for
such terms would be available for use
on a wide variety of food. In addition,
the comment did not present
justification for establishing an
additional definition for use on foods
that appear to qualify for “low fat”’ and
““fat free.” The agency advises that,
under new § 101,68, the person who
submitted the comment, or any other
interested party, may submit a petition
to the agency, with substantiating
information, requesting definition for
these terms,

195, A few comments disagreed with
the idea of defining “light and “lite" as
synonyms. One comment ed that
sound alike spellings for “light” (e.g.,
“lite’’) should be prohibited. Another
comment suggested that the term
spelled “1-i-t-e” should be used to refer
to calorie reductions and the spelling “1-
i-g-h-t” should refer to other product

T e sgeacy d thet the
agency does not agree that
terms “lite” and “light” should not be

find that one of: \

under section 403{a) of the act. The
commaent gives the agency no basis to
make this finding, nor is.one apparent
to the agency. In addition, the

believes that because of similarity of the
terms “lite” and “light,” the suggested
distinct definitions for the two spellings
of the term would cause confusion to
consumers and would indeed be
mislesding. Accordingly, the agency is
not the status of the'terms
“light” and “lite” as synonyms.

iv. Dietary Supplement Act

FDA proposed to require in
§ 101.55%,31;&# a food bears a
“light” clalm, # must benutrition
labeled in accordance with §§ 101.9,
101.10, or 101.36, as apgm‘&iate.
Howevsr, as stated above, the Dietary
SupplementiAct of 1992 established
mmﬂﬁnﬂifwm pritation
the 1990 amendments with'raspict to
dietary supplements. As a result, FDA is
not & tﬁ § 101.36 et this time. To
reflect this fact; FDA has deleted the
reference to § 101.36 from §101.56(a)(3).
FDA has also deleted references to
§ 101.36 from §§ 101.80{a){3},
101.61(a)(3), and 101.62(a}(3).

3. “More” claims

Although the 1990 amendments do
not require that FDA define the term

“more,” the agency p: &
definition and w{pmpooed
§ 101.54{e)) for use of “more” to
describe a food in the general principles
proposal (56 FR 60421 at 60453).FDA
proposed that a comparative claim using
the term “more” may be used to
describe a food, including a meal-type
product, that contains at least 10
percent or more of the RDJ for protein,
vitamins, or minerals or of the BRV for
dietary fiber or um then the
rafereni-;e food that it relemb? and for
which it substitutes {(propose
§ 101.54(0)('111).@)). tha
Further, the agency proposed that
when the claim iahmdp on a nutrient
that has been added to the food,
fortification be in accordance with the
policy on fortification of foods in
§ 104.20 (21 CFR 104.20) (new
§ 101.54{e}(1)(ii)). Mg;:g t:ha’ uiguu:y o
proposed to require dentity
the reference food; the percentage (or
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fraction) that the nutrient was increased
relative to the RDI or DRV, and
quantitative information comparing the
level of the nutrient in the product per
labeled serving size with that of the
reference food that it replaces be
declared in immediate proximity to the
most prominent such claim (proposed
§101.54(e)(1)(iii)).

_ Further, the agency proposed to
permit a comparative claim using the
term ‘ more” on a food to describe the
level of complex carbohydrates in a
food, including a meal-type product as
defined in proposed § 101.13(1),
provided that the food contains at least
4 percent or more of the DRV for
carbohydrates than the reference food,
and that the difference between the two
foods is only complex carbohydrates as
defined in proposed § 101.9(c){6)(i). The
identity of the reference food and
quantitative information comparing the
level of complex carbohydrates with the
level in the reference food that it
replaces would have had to be declared
in immediate proximity to the most
prominent such claim (proposed
§101.54(e)(2)).

Finally, FDA proposed to permit a
comparative claim using the term
“more” to describe the level of
unsaturated fat in a food, including
meal products as defined in proposed
§101.13(1), provided that the food
contains at least 4 percent more of the
DRV for unsaturated fat than the
reference food, the level of total fat is
not increased, and the level of trans
fatty acids does not exceed 1 percent of
the total fat. Under the proposal, the
identity of the reference food and
quantitative information comparing the
level of insaturated fat with that of the
reference food that it replaces would
have had to be declared in immediate
proximity to the most prominent such
claim {proposed § 101.54(e)(3)).

The agency specifically requested
comments on certain specific aspects of
the proposed definitions of “more” for
describing levels of complex
carbohydrates and unsaturated fatty
acids (56 FR 60421 at 60453 through
60454}, First, both of the proposed
definitions deviated from FDA’s past
requirements for superiority claims
which, as stated above, have been based
on a food having 10 percent more of the
U.S. RDA of a nutrient per serving than
the food to which it is being compared.
Secondly, the provision in the “more”
definition for unsaturated fatty acids
limiting the level of trans fatty acids to
1 percent of the total fat was included
because the agency believed that it
would be misleading for products
containing significant levels of trans
fatty acids to bear claims of more

1
unsaturated fatty acids in light of recent
data suggesting that trans fatty acids act
like saturated fat in raising serum
cholesterol.

196. A few comments were opposed
to the proposed definition of “more.”
The comments argued that claims for
“more” should not be permitted because
the 10 percent eligibility criterion is too
small to be of significance to consumers.
One comment suggested that claims of
“more” be expressed in 5 percent
increments to prohibit food companies
from rounding up to make the increased
nutrient level appear greater than it
actually is. A few comments stated that
the definition for “‘more” should be
similar to the definition for *less,” and
that the food should contain 25 pércent
“more” of the nutrient than the
reference food to be eligible to bear the
term “more.” A few comments were
concerned that a 25 percent eligibility
criterion may lead to over fortification
of foods in order to be eligible to bear
this term, )

The agency has not been persuaded to
change the definition for “more.” As
discussed in the general principles
proposal (56 FR 60421 at 60453), the
agency believes that a 10 percent greater
level of a nutrient relative to the RDI or
DRV in a serving of a food is
nutritionally significant and is also
necessary to ensure that there is truly a
difference in the foods being compared.
This level is the minimum level of a
nutrient that must be provided by a food
for the food to meet the definition of
“good source” in this final rule.
Consistent with this requirement, a food
must provide at least an additional 10
percent of the DRV or RDI compared to
the reference food before it can be
designated as a better source, i.e.,
having “more” of the nutrient.

The nutrition labeling regulations
allow for the standard practice of
rounding values to the nearest percent
when determining levels of nutrients
(new § 101.9(c)(8)(iii)). However there is
no provision in the final rule that allows
for inappropriate rounding up of values
when making claims,

Additionally, the values represented
by a “more” claim must be truthful and
not misleading. The agency considered
requiring at least a 25 percent increase
relative to the RDI or DRV as compared
to the reference food in arriving at the
proposed definition for the term
“more.” As discussed in the general
principles proposal (56 FR 60421 at
60453), FDA rejected this approach
because of the agency’s concern that a
level higher than 10 percent of the DRV
or RDI would result in inappropriate
fortification of foods in an attempt to
make superiority claims. Therefore, the

agency is retaining the proposed
definition of *‘more” in the final rule.
197. A few comments disagreed with

.the proposed requirements for use of the

term “more” for complex carbohydrates,
The comments generally argued that
defining “more” for complex
carbohydrates but not defining “high”
in this regard is inconsistent, and that
further scientific evidence about the .
benefits of consuming complex
carbohydrates is needed.

As discussed in the final rule on
mandatory nutrition labeling published
elsewhere in this issue of the Federal
Register, the agency has determined that
it cannot presently define, and,
therefare is not defining, “complex
carbohydrates.” FDA has concluded that
there is not sufficient consensus about
the meaning of the term or appropriate
analytical methodology for a specific
definition for “complex carbohydrates.”
Therefore, the agency is not providing
for the term “more” for complex
carbohydrates in the final rule.

198. Most of the comments disagreed
with the proposed definition for “more”
for use with unsaturated fat. Most
comments expressed the view that
“more unsaturated fat” should not be
defined until there is more scientific
evidence to support the benefits of the
claim, The comments were concerned
that allowing the claim at this time will
confuse consumers about the benefits of
increased consumption of unsaturated
fat. One comment suggested eliminating
the additional criterion for trans fatty
acid in the proposed definition because
no conclusive evidence exists that trans
fatty acids function like saturated fatty
acids. One comment requested that the
agency define “more” for
monounsaturated fat.

The agency agrees that a definition for-
“‘mare unsaturated fat” is unnecessary.
As discussed in the final rule on
mandatory nutrition labeling published
elsewhere in this issue of the Federal
Register, the agency has decided not to
establish a DRV for *“unsaturated fat.”
FDA has been persuaded by comments
that the use of the term ““unsaturated
fat” is potentially confusing, does not
provide useful information, and could
result in consumer deception.
Therefore, the agency is not defining
“more unsaturated fat" or “more
monounsaturated fat” in this final rule.

199. A few comments disagreed with
the proposed requirement that a food
containing added nutrients must be in
compliance with the agency’s
tortification policy to be eligible to bear
the term “more’’ on its label. The
comments noted that this policy is only
a guirdeline,
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The agency concludes that this
requirement is appropriate. As
discussed in the general principles
proposal (56 FR 60421 at 60453), the
fundamental objective of the agency’s
policy on appropriate fortification of
foods is to establish a uniform set of
principles that serve as a model for the
rational addition of nutrients to foods.
While it is true that the fortification
policy is only a guideline, in the context
of new § 101.54(e)(1)(ii), FDA has
subjected the use of § 104.20 (21 CFR
104.20) to notice and comment
rulemaking. Interested persons were
given notice that FDA intends to usé
that provision as more than a guidéline.
Such persons had an opportunity to
object to provisions of that regulation
and explain why such provisions did
not provide an appropriate basis on
which to limit the use of “more" on
food labels. No comments did.
Therefors, the fact that part 104 (21 CFR
part 104) is generally intended to be
used as a guideline has no significance
here.

In that policy, FDA clearly states ils
concern that random fortification of
foods could result in deceptive or
misleading claims for foods. In
authorizing a claim for *more,” the
agency is making a finding that the
claim will assist consumers in
maintaining healthy dietary practices
(see section 403(r)(2)(A) of the act). The
agency cannot make.such a finding for
nutrient additions that are not
consistent with the fortification policy.
Therefore, FDA is retaining the
requirement that foods bearing the term
“more” comply with the agency's
fortification policy.

200. A few comments expressed
interest in use of the terms “fortified”
and "enriched" as synonyms for
*source.” The comments were of the
view that these terms should be
permitted because they are easily
understood by consumers as a result of
their use in food labeling for many
years,

The agency believes that the terms
“fortified” and “enriched” are not
synonymous with the term “source’ but
more appropriately may be defined in
the same manner as thé term "“more.”
“Fortified" and “enriched” convey the
meaning that there is “more” or a
nutrient in a food compared to another
food. This approach is consistent with
the agency's fortification policy
§104.20(h)(3), which states that when
labeling claims are permitted, the term
“enriched,” "‘fortified,” “added,"” or
similar terms may be used
interchangeably to indicate the addition
uf one or more vitamins or minerals or
protein to a food, unless an applicable

Federal regulation requires the use of
specific words or statements. Section
403{r)(2)(A)(i) of the act limits the terms
that can be used to those provided for
by § 101.54(e).

Therefore, the agency is providing, in
this final rule, for the use of the terms
*fortified,” “enriched,” and “‘added”
with the same quantitative definition as
the term “more"” when these terms are
used to describe the level of a nutrient
that has been added to a food. However,
as discussed in greater detail in the
section of this document on reference
foods, there are circumstances in which
the term “more” is appropriately used
but “fortified,” “enricged.?' and
“added” are not. These circumstances,
which are delineated in new
§ 101.13(j)(1)(i), turn on whether the
comparisons are being made to similar
(bread to bread) or dissimilar (bread to
rolls) foods.

4. Reference foods

a. Reference foods for ‘‘reduced” and
“less”’ -

201. Many comments suggested that if
“reducel” and *less” were defined in
the same manner, they should both be
permitted to use the same types of
reference foods, i.e., a manufacturer's
regular brand or a food in a valid data
base in addition to an industry-wide
norm.

Because the agency has determined
that ““reduced” and *“less’ should have
the same quantitative definition, the
agency believes that it is appropriate for
these two terms to be permitted to have
many of the same types of reference
foods (see new § 101.13(j}(1)(ii}(B)). In
many circumstances, these terms can be
used interchangeably.

Consequently, the agency has
concluded that the manufacturer’s
regular brand, another manufacturer's
regular brand, and a representative
value for a broad base of foods of the
particular type, are appropriate
reference foods for both “reduced” and
“less"” claims. Accordingly, the agency
is providing in new § 101.13(j)(1)(ii)(B)
that “reduced” and “less” claims may
use as a reference a food or class of
foods whose composition is reported in
a representative valid data base.

However, as discussed in greater
detail in comment 204 of this document,
not all reference foods that are :
appropriate for “less” claims are
appropriate for “reduced" claims. Even
though these terms are based on the
same percent reduction, reductions from
a certain class of reference foods, those
foods that are different than the labeled
food but that would fall in the same
product category {e.g., potato chips as a

reference food for pretzels) are not
appropriately described, sim]l:ly asa
matter of English, by use of the term
*reduced.” Claims that are designed to
draw consumers’ attention to such
reductions are more appropriately
phrased using the term *less.” FDA has
reflected this fact in new § 101.13(j}{(1)(i)
and has modified §§ 101.60(b)(4),
101.61(b)(6) and 101.62(b}(4), (c}(4), and
{d)(4) accordingly.

In this context, the agency notes that
because it has determined that “light”
claims should be subject to a more
rigorous standard than the other relative
claims, it is' limiting the reference foods
that are appropriate for use with “light”
claims. Under new § 101,13(;)(1)(ii}(A),
FDA is requiring that the referencefor
a “light” claim be limited to a
representative value for the type of food
that bears the claim. This value may be
drawn from such sources as a valid data
base, an average of the three top
national or regional brands, or a market
basket norm.

These determinations are explained in
more detail in response to the comments
that follow. '

202. Several comments stated that use
of nutrient values from data bases as
references for claims should not be
limited to the kinds of data bases cited
as examples in proposed
§101.13(j)(1iii). They suggested that
other published or unpublished data
bases should be available for use as a
basis for claims because established data
bases like USBA's Handbook 8 (Ref. 24)
are not updated frequently enough to
keep up with product innovation. The
comments contended that more flexible
data bases should be used. In addition,
one comment stated that the established
data bases are not truly average values
because they do not account for
variations in preparation of foods. For
example, the comment stated, they do
not provide the fat content of potato
chips cooked in a variety of oils. Some
comments requested clarification,
including examples of what constitutes
a valid data base. One suggested that
there is inadequate control over the
quality of the data going into a data
base.

The agency recognizes the limitations
of data bases. Data bases, as they apply
to relative claims, are intended to be
used to determine representative values
for nutrients in a particular type of food
for the purpose of determining nutrient
differences on which to base a claim.
They are not intended to provide all-
inclusive nutrient values, such as
nutrient values for potato chips cooked
in a variety of oils. The agency
recognizes that while published data
bases, by their nature, are often not up-
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to-date, they do provide a reference that
is readily available. Further, the agency
advises that while USDA's Handbook 8
(Ref. 24) was cited in the proposal as an
example of an acceptable data base, it is
not the only data base available for use
as a reference for relative claims.

On July 23, 1992, the agency
published (57 FR 32798) a notice of
availability of a draft document entitled
“Nutrition Labeling Manual, A Guide
for Developing and Using Data Bases."
This draft manual has now been subject
to review and comment and is being
made available in final form with the
publication of the regulations. This
manual details the parameters that the
agency believes to be appropriate for
data bases used for nutrition labeling.
Because the use of descriptive terms is
dirsctly related to these same nutrient
values, data derived from data bases, as
described in this manual, would be
a})propriate for use as a basis for relative
claims.

203. Some comments said that
products that have been improved in
order to bear nutrient content claims,
especially those meeting the definition
of “light,” should not be included in
data for reference velues to be used as
the basis for claims. They stated that if
nutrient values of improved products
were included, some improved products
would eventually be disqualified from
bearing claims because the data base
would change as additional modified
products become available.

The agency believes that all improved
foods, including those that bear “light”
claims, should be considered when
deriving appropriate reference foods on
which to base claims. To the extent that
the claim is based on a reference food
that is representative of a particular type
of food, for thé claim to not be false or
misleading, the reference food should
fairly reflect the market. Thus, the effect
of improved foods on the market must
be reflected in the reference food. The
agency agrees that this position may
well result in & progression of the
overall nutrient values of marketed
foods in a direction that is consistent
with dietery guidelines, but this result
is consistent with the 1990
amendments.

204. Some comments specifically
supported basing claims on a
comparison of dissimilar products
within a product category, e.g., potato
chips to pretzels. They said that without
the ability to make such claims, there
would be no incentive for the industry
to develop reformulated products,
Several other comments suggested that
“reduced” claims should not be based
on the difference in amoynt of a
. nutrient in dissfmilar products, such as

a potato chip compared to a pretzel, but
that such claims should be limited to
comparisons between similar products
(potato chips to potato chips).

One comment stated that comparisons
between dissimilar products could
result in consumer confusion and would
increase the possibility of misleading .
claims. The comment said that
sonsumers view a “25 percent less fat"
claim as a comparison to another
version of the same type of food as the
food that bears the claim. It went on to
say that unless all products of a
particular type (e.g., pretzels) make the
same claim, consumers could be misled
into thinking that products making the
claim are nutritionally superior to those
that do not, despite the fact that such
claims refer to a different type of food.
The comment suggested that if cross-
food comparisons are permitted,
additional restraints on their use are
needed. As an example, the comment
asked whether a “reduced sodium"”
claim could be made for pretzels simply
because they contained 25 percent less
sodium than potato chips. The comment
stated that using the term “reduced” to
represent such a comparison could
mislead consumers. :

The agency has evaluated these
comments and is convinced that

compazisons using the terms “light" and

“reduced” are only appropriate for use
in comparing similar foods, e.g., a
reformulated version of a
manufacturer’s product to the original
product (potato chips to potata chips).
These terms say that there has been a
change in the level of a nutrient in a
given food and, therefore, are only
appropriate to reflect actual changes in
the level of a nutrient. Thus, they are
not appropriate for use to reflect
differences between two dissimilar
foods (pretzels to Potato chips).
The term “less,” on the otger hand,
can have the same connotation as  _
“reduced” and “light,” or it can denote
the existence of a difference between
two products without implying that
there has been a change in nutrient level
in the product that bears the term. For
example, a “reduced” claim would
clearly be misleading under section
403(a) of the act if it were used on the
label of & pretzel to describe that the
pretzel had 25 percent less fat than
potato chips if there had been no change
to the pretzel to achieve the difference
in the level of the nutrient, and the
pretzel bearing the claim was no
different than other pretzels. On the .
other hand, the egency i3 also convinced
that comparis: ]
are dissimilar but within the same
roduct category, and that can generally
e substituted for one another in the

ons between products that .

diet, are useful to point out alternative
food choices. This type of comparison |
can provide the consumer with valuable :
information useful in making food
selections to achieve a diet consistent
with dietary guidelines.

The agency does not believe that the
consumer will be led to believe that
claims comparing dissimilar products
are applicable only to the brand bearing
the claim because the use of the claim
with the reference food, e.g., “25
percent less fat than potato chips,” will
adequately characterize the claim.
Accordingly, the agericy in new
§101.13(j)(1)(i){(A) is providing that the
term “less” may be used to compare
dissimilar foods within a product
category, and in new § 101.13(j)(1)(i)(B)
is limiting the reference foods for,
“light” and “reduced"” cleims to.
products similar to the Emduct bearing
::hhe cl;aim (e.g., potato chips to potato

ips).

Irl: addition, the agency points out that
the 1890 amendments repeatedly state
that claims provided for in this
regulation and other regulations .
gromulgated under this statute must not

o misleading (e.g., section
403(r}(2}(A)(vi) of the act and section
3(b){1)(A)(ii) of the 1980 amendmaents).
In these regulations, FDA has attempted
to provide clear guidance to ’
manufacturers on how to state claims
and on what foods are appropriate as
reference foods, However, these
provisions do not mandate precise
phrasing for each permissible claim.
Particularly for use of dissimilar foods
as reference foods, the regulation does
not specify what *product category”
means. The agency has intentionally
used a flexible standard. This flexibility
is intended to facilitate useful
comparisons on faods that are generally
interchangeable in the diet (for example,
“apples have less fat than potato chips”)
while prohibiting meaningless or
misleading claims. As a Lonsequencs,
manufacturers will have to use
judgment in developing claims to
ensure that the claims comply with the
regulations and are not misleading
under section 403(a) of the act. The
agency advises that it will determine on
a case-by-case basis whether a claim is
misleading because its overall context or
presentation is misleading.

205. Several comments stated that in
addition to using the nutrient values of
a manufacturer’s own brand of food as
a basis for a “reduced” or “less” claim,
similar claims should also be permitted
based on comparisons of the product to

.another manufacturer’s brand of the

same food. In addition, comments stated
that a recognized regional or national
brand, with a significant market share,
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that is competitive to the product
making the claim should also be an
appropriate reference food for
“reguced” or “less" claims. They said
that allowing for brand-to-brand
comparisons would provide incentives
for development of new products
consistent with dietary guidelines.

The agency has evaluated these
comments and has determined that use
of a competitor’s product as a reference
food ‘for “reduced” and “less” claims
could be appropriate if done in a
nonmisleading manner. A competitor’s
product used for comparison should be
an accurate reflection of the products
competing with the labeled product.
Using a brand of product that is
markedly different from the typical
foods of the type that includes the
labeled food has a great potential to
result in a misleading claim. The agency
would not, however, consider
comparisons between the labeled
product and competing products of the
type with which the consumer is
familiar (e.g., a market leader) to be
misleading under section 403(a) of the
act unless the competing product is
significantly dissimilar in its nutritional
attributes. -

Accordingly, the agency is-providing
in new §101.13(j)(1)(ii}{A) that for
relative claims other than “light,”
another manufacturer’s product may be
used as a reference food.

206. A few comments suggested that
products that had previously been
offered for sale but are not currently
being sold should be considered
appropriate reference foods for products
bearing “reduced” and “less” claims.
Comments sulggestad that such a
product should be useable as a reference
food for up to 6 months or 1 year after
being taken off the market.

The agency agrees that it would not be
misleading to highlight changes in the
formulation of the laebeled food, even
though the old version of the product is
not being marketed. Such claims could
be used to point out changes in the level
of a nutrient in the new product that
would assist consumers in maintaining
healthy dietary practices. However, FDA
believes that such comparisons to
discontinued products should be
limited. The agency advises that it
would not consider comparisons to such
products misleading, provided the
labeling for FDA regulated products is
attached to that product no more than
6 montt s after the product has been
disconti wed from the product line. Any
such cos 1parisons after that time would
be misle ding because of the absence of
the old “regular product” for which the
new product is a substitute. As the new
product replaces the old product, the

new product becomes the
manufacturer’s regular product, thus
eliminating the old product as an
alternative food choice. Without this
alternative choice, the comparison
becomes meaningless. In addition, the
agency points out that similar time
restrictions are appropriate when
comparing a lsbeled product with a
competitor’s product. In the event that
a competitor discontinued a product,
the agency believes that claims using
that food as a reference would also only
be appropriate for 6 months after
discontinuation of the product. After
that time such claims would no longer
be valid because the old product would
have become unavailable for consumers
either to purchase or to compare.

b. Reference foods for “'added,”
“enriched,” and “fortified”

As discussed in comment 200 of this
document, the agency is providing for
the additional terms “added,”
“enriched,” and “fortified” (referred to
collectively for purposes of this
discussion as “added"), which will have
the same quantitative definition as the
term “‘more.”

The agency believes that the
difference in meaning between
“reduced” and “less,” discussed above,
also exists between *“added” and
“‘more.” Comparison of the level of a
nutrient between two dissimilar foods
using the word “added” is misleading
because the term “added” implies that
the labeled food is the same as the
reference food except for the addition of
the nutrient. On the other hand, like
*“less,” the term “more” would not
necessarily be misleading in a
comparison of two dissimilar foods
within a product category that can
generally be substituted tor one another
in the diet. The term “more’ states that
there is a difference between the two
foods but does not imply that difference
is a result of modification of the food
bearing the term. Accordingly, the
agency is reflecting this distinction in
new § 101.13(j)(1){i).

¢. Reference foods for “light” products

In the general principles proposal {56
FR 60421 at 80445 through 60446), FDA
proposed that an “industry-wide norm"’
be the only reference for “light” claims.
The agency said that because of the
special nature of this term, the reference
should take into account all foods of a
particular product class so as to provide
the broadest base and the least
opportunity for abuse of the term, The
goneral principles proposal defined an
industry-wide norm as “‘a composite
value weighted according to a national
market share on a unit or tonnage basis

of all the foads of the same type as the
food for which the claim is made.”

207. A few comments agreed with the
concept of an industry-wide norm,
saying that maintaining a high standard
for the reference for “light” claims
would ensure the term’s utility, and that
such claims would not be misleading.
However, an overwhelming majority of
the comments that addressed the issue
forcefully disagreed with this concept,
especially since the industry-wide norm
was the only basis proposed for “light”
claims. The comments said that the
standard of an industry-wide norm was
ambiguous and could lead to erroneous
comparisons between foods because of
the difficuity in deriving such values.
Some comments asked who was going
to derive the industry-wide norm, while
others, recognizing that manufacturers
were responsible for label information,
said that because of the difficulty in
deriving the industry-wide norm,
different manufacturers were likely to
reach different nutrient values for
similar foods. The comments said that
the industry-wide norm was: (1) Too
complicated to derive because it
encompassed 100 percent of the foods of
a particular type; (2) excessively
restrictive; and-(3) prohibitively
expensive because of the cost involved
in obtaining all the necessary marketing
and nutrition information. The
comments went on to say that an
industry-wide norm is impractical
because of frequently changing
formulations, variations in products
from region to region, and wide
variations within certain food'types
even within a region.

The agency has reviewed the
comments and has concluded that
requiring use of an industry-wide norm
as proposed would be impracticable
because of the amount of data needed to
include 100 percent of the foods of a
particular type, because such data are
not always available and because of
frequently changing formulations and
product variation. In addition, the
agency acknowledges that the cost of
acquiring such data would be very high.
Accordingly, the agency finds that using
the proposed industry-wide norm as a
reference is unworkable and is deleting
the requirement from new
§ 101.13(j)(1)().

However, because an industry-wide
norm was proposed as the sole reference
for products making “light” claims, as
explained in response to the comments
that follow, the agency has developed
alternative references for “light" foods.

208. Several comments suggested that
a manufacturer’s own brand or another
version of the food from a different
manufacturer or competitor should be
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an acceptable reference food for a
“light”” claim. They said that this
reference food is appropriate especially
when the labeled food was a “light”
version of an existing product.

The agency disagrees. As stated in the
proposal, FDA believes that for “light”
claims, comparisons to a single food in
a product class may be misleading,
particularly when the reference food
differs significantly from the norm for
the product class and contains the
nutrient at a level that is at the extreme
end of the range for the product, e.g.,
deluxe chocolate chip cookies. Using
such a single product as a reference for
a “'light” claim would result in skewed
comparisons in which a product that
would normally be considered average
for the product type could qualify to
make a *'light” claim, Clearly such a
claim would be misleading to a
consumer who, based on it, concludes
that the labeled product has 50 percent
less fat or one-third fewer calories, than
similar foods of the same type.

, Because the comments did not
provide information to persuade the
agency that a provision permitting use
of single foods as references for “light”’
claims will not result in misleading
claims, the agency does not consider a
manufacturer’s own product to be an
appropriate reference food for a “'light”
claim.

209. A few comments stated that the
reference for “light” should be based on
a market basket norm or a less
comprehensive version of the industry-
wide norm, e.g., 70 percent of market
volume instead of 100 percent of the
product. .

Although these alternatives are less
comprehensive than the 100 percent of
the market share based industry-wide
norm, they still present problems in
their derivation, either because the
marketing data collection and nutrient
analyses are expensive especially for
small manufacturers, or because they
are almost as difficult to derive as the
industry-wide norm. Therefore, the
agency concludes that such a
comprehensive standard is too
burdensome to be required as a
reference food for products bearing the
term “light” and will, therefore, not
compel manufacturers to use such a
high standard for a reference. However,
the agency believes that these composite
values would in‘all likelihood be
representative of the market and thus
would be an appropriate representative
reference for a product bearing the term
“light.” While the agency is not
requiring these specific references. it
encourages manufacturers to use them
where feasible. ; ’

210. Other comments stated that
values from a valid data base would be
appropriate references for “'light”
claims.

It is possible that nutrient levels from
a data base can provide the appropriate
reference against which “light”
comparisons conld be made. A data base
is an appropriate reference if it is
representative of the nutrient values for
foods that are similar to the food for
which the claim is being made and that
are currently on the market (see
Nutrition Labeling Manual, A Guide for
Developing and Using Data Bases).
However, the agency cautions that
broader, general data bases such as
USDA Handbook 8 (Ref. 24) may not be
representative of a single food because
they may not represent the current
market, especially when such data are
for a rapidly changing food category
such as bakery products or snack foods.
Therefore, such data bases should be
used with caution.

211. Several comments suggested
other types of references for use with
“light” claims, such as a leading
national brand (e.g., one of the top three
brands or a brand with 5 percent or
more of the market share), or a top
regional brand (for that region only).
Comments noted that there needs to be
a reference for manufacturers to use
who only sell “light” products.

As discussed in comments 209 and
210 of this document, FDA is concerned
that when a “light” claim is made, it be
based on a reduction in the amount of
the nutrient in the product compared to
the level of that nutrient in a reference
food that is accurately reflective of the
foods of that specific type of food on the
market. For example, if a “light” claim
were made on chocolate ice cream, the
agency would expect that reference the
nutrient levels would not be derived
exclusively or disproportionately from
nutrient values from high fat or
premium chocolate ice creams. Such a
claim would clearly be misleading.

To the extent that values such as
those suggested in the comments are
representative of the market place, they
would be appropriate references for
“light” products. The leading national
or regional brand also might be an
appropriate reference food if the food is
firmly and convincingly established as
the market leader. However, if there
were two market leaders with widely
different nutrient profiles, selecting the
one with the slightly higher market
share for comparison could be
misleading. '

In summary, the agency has
determined that any food or group of
foods would be appropriate as a
reference for a “light’’ product if their

nutrient levels are convincingly
reflective of a broad base of foods of the
type that includes the product bearing
the claim. Accordingly, the agency is
revising new § 101.13(j)(1){ii}{(A) to
provide that the reference for a “light”
claim must be nutrient values for a food
or group of foods whose nutrient values
are accurately representative of a broad
base of individual foods of the same
type as that bearing the claim, e.g., an
average value determined from the top
three national (or regional) brands of the
food, a market basket norm, or from a
representative valid data base.

owever, when claims are based on
reference nutrient values derived from
one of a variety of squrces, most of
which may be unknown or generally
unavailable to the average consumer,
the agency is concerned that in order for
consumers to fully understand such
claims, the basis upon which the
reference nutrient values are derived be
available to consumers on request.
Individuai reference foods are identified
with the claim and thus the reference
nutrient value derived from that food
would be auailable by checking its
nutrition labeling. In contrast, broad
based reference nutrient values derived
form average values, market basket
norms, data bases, and similar sources
are not ordinarily readily available to
the public. Therefore, to fully inform
consumers, firms that use a broad based
reference nutrient value as a basis for a
claim must be prepared to make
information on how they derived the
reference nutrient value available to
consumers on request. In addition, the
information must also be made available
to appropriate regulatory officials on
request. This additional requirement
will assist regulatory officials in
determining compliance with the
requirements for appropriate reference
nutrient values for products bearing a
claim to ensure the claim is not false or
misleading. Accordingly, the agency is
providing for this requirement in new
§ 101.13()(1)(ii)(A).

5. Accompanying information

In the general principles proposal (56
FR 60421 at 60446}, the agency stated
that relative claims would be misleading
unless they are accompanied by certain
material facts that are necessary for
consumers to understand the
comparisons that are being made. The
agency tentatively concluded that the
percent and amount of difference of a
nutrient in the labeled product
compared to the reference food are
material facts under sections 403(a) and
201(n) of the act. The agency propased
that this information accompany the
relative claim that is in-tne most
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prominent location. The agency als..
proposed that this information be in
type size no less than one-half the sizc
of the claim but no less than one-
sixteenth of an inch.

212. A number of comments agreed
with the proposed requirement that for
a foad to bear a relative claim, the
product to which the food is being
compared must be identified on the
label. They said that naming the
reference food provides information
about the basis on which the claim is
made and makes the other required
information relevant. In addition, a
majority of the comments agreed that
the percentage (or fraction) thata
nutrient in a preduct is changed should
also be stated. However, a few
comments stated that none of this type
of information was necessary.

Because the latter comments did not
present information to support their
assertion, the agency concludes, that
consistent with the proposal, the
percentage difference of the nutrient
compared 1o a reference food and the
identity of the reference food are facts
material to the claim under section
201(n) of the act. Without this
information the consumer cannot fully
evaluate the claim or understand-the
utility of the food that bears the claim

in maintaining healthy dietary practices.

Therefore, a claim without declaration
of the percentage difference and the
identity of the reference food would be
misleading under section 403(a) of the
act. Accordingly, the sgency is retaining
this requirement.

213. The comments were less in
agreement regarding the necessity of
retaining information about the amount
of the nutrient in the product compared
lo the amount in the reference food.
Although many comments agreed that
this information was useful in assisting
a consumer to evaluate the claim and to
understand the role of the food in
maintaining healthy dietary practices,
many felt that the information was not
necessary because it could be
ascertained from other information on
the label, such as the percentage that the
nutrient in the labeled food was
different from that in the reference food.
Others stated that the amount of the
nutrient in the labeled food compared to
the amount in the reference food was
redundant of the information indirectly
provided by the minimum difference in
the amount of the nutrient that must be
achieved for the food to qualify to bear
the claim.

The agency has reviewed thesé
comments. FDA finds that a quantitative
cona parison hetween the labeled food
and the reference food is not a
redundant requirement First, as

explained in comments 188 and 179 of
this document, the agency is not
retaining the requirement of a minimum
absolute reduction from the reference
food because the agency has concluded
that such a requirement is not necessary
to ensure the validity of the claim and
would enly serve to dqg;i;e consumers
of useful information, Conseguently, the
amount that the nutrient has been
reduced will not be redundant of the
definition of the claim. In addition, the
amount of the nutrient in a food
compared to the reference food is not
readily discernable from the other
information on the label but would be
attainable only by & mathematical
calculation using the percentage
reduction and the nutrition information.
Consequently, the agency concludes
that the stated amount of the nutrient in
the labeled product compared to the
amount in the reference food is
necessary for consumers to fully and
easily evaluate and understand these
claims and for it to be useful to them in
maintaining healthy dietary practices.
Therefore, the agency is retaining this
requirement.

214. Several comments agreed with
the proposed requirement that the
accompanying information be adjacent
to the most prominent claim. However,
others disagreed. Some stated that the
accompanying information should |
appear wherever the claim i3 made. A
few comments suggested that it should
be permitted to be located next to any
claim. Others objected to any specific
provisions and recommended that there
be a general requirement that
accompanying information appear
prominently and conspicuously. Still
others stated that the information could
be placed on the information panel with
a notation, for example an asterisk, on
the PDP to encourage consumers to turn
the package to the information panel for
the accompanying information.

A larger number of comments took a
different approach and suggested that
requiring declaration of the absolute
amounts of the nutrient in addition to
the identity of the reference food and
the percentage difference in the nutrient
between the two foods resulted in too
much information being required to
directly accompany the claim. They
stated that this information adds to label
clutter on the PDP. Comments said that
this provision would make it difficult, if
not impossible, to provide information
necessary to market the product,
especially for multi-language labels.
They suggested that all or part of this
information, particularly the absolute
amount of the nuirient in the product
compared to the reference food, should
be placed on the information panel. On

the other hand, other comments
suggested that the-amount of the
nutrient in the labeled food compared to
the reference food was more important
than the other accompanying
information, and it should be retained
on the PDP,

The agency has reviewed these
comments and has reconstdered the
proposed requirament that all the
accompanying information be next to
the most prominent claim. FDA
evaluated the need for each of the three
components of the explanatory
information for the consumer to
understand the claim at the point of

urchase and has concluded that

ecause the relative claim describes a
difference in nutrient content between
two foods, the identity- of each food is
essential for the consumer to
understand the claim. In addition, a
description of the difference in nutrient
content between the two foods is
needed with the claim because such a
description actually defines the relative .
claim. The agency concludes that the
most readily understood description of
the difference between two foods is the
percentage difference. Therefore, the
percentage difference in content of the
nutrient appropriately appears with the
claim. Accordingly, new § 101.13(j)(2)(i)
of the final regulation requires
declaration of the identity of the -
reference food and the percentage
difference in content of the nutrient to
accompany the most prominent relativa
claim on the PDP,

However, FDA concludes that the
declaration of the absolute amount of
the nufrient in each of the two foods
provides the type of quantitative
information that generally appears on
the information panel, and that,
therefore, the absolute amount
declaration need not directly
accompany the claim. In fact, while the
absolute amount declaration is a
material fact under section 201(n) of the
act, FDA finds that it is consistent with
the scheme in section 403(r){2) of the act
to place this information on the
information panel in conjunction with
nutrition labeling. Specificaily, if a food
that bears a nutrient content claim
contains another nutrient in an amount
that exceeds the applicable disclosure
level, section 403(r)(2)}(B)(ii) of the act
requires that that nutrient be
highlighted in conjunction with the
claim, and that the consumer be referred
to the information panel for quantitative
information about that nutrient. Here,
analogously, the comparative percentage
differences are to be set forth with the
relative claim, and the referral statement
will guide the consumer to the
information panel for the relevant



Federal Register / Vol. 58, No. 3 / Wednesday, January 6, 1993 / Rules and Regulations

2367

quantitative comparison. Accordingly,
FDA has revised new § 101.13(j)(2)(iv)
to permit declaration of the absclute
amount of the nutrient in each food on
the information panel. Of course, a
manufacturer is free to place this
information in direct proximity with the
claim.

FDA disagrees with comments that
requested that all accompanying
information be declared with the claim
each time it is stated on the label. In the
general principles c{)roposal, the agency
tentatively concluded that the consumer
will likely read the most prominent
claim at the point of purchase, and that
if the essential information is declared
near that claim, the consumer will
receive adequate explanation of the
meaning of the claim.

The comments did not explain why
this presentation is inadequate. In
addition, requiring that accompanying
information appear with every claim
would add considerably to label clutter.
FDA agrees with the many comments
that stressed that label clutter should be
minimized to the extent possible. The
agency cancludes that requiring that the
information accompany the claim each
time it appears would reduce the
readability of the label while providing
no ‘additional information. Therefore,
the agency is not adopting such a
requirement.

inally, FDA concludes that requiring
an-asterisk on the PDP to guide the
consumer to the amount of nutrient
information on the information panel is
not necessary. The referral statement
required to accompany all nutrient
content claims (new § 101.13(g)) will be
on the label and will direct the
consumer to the information panel.
Additional referrals to the information
panel would be redundant.

215. One comment stated that while
the percentage the nutrient differs
compared to the reference food and the
referral statements were appropriate for
single nutrient claims, this same
information for multiple claims would
clutter the PDP.

The agency recognizes that multiple
claims would require more information
on the PDP. However, because the
absolute amount of the nutrient
compared to the reference food will no
longer be required to be on the PDP, and
because § 101.13(g) requires that there
be only a single referral statement when
multiple claims are made on the same
panel, the label information required to
be on that panel is considerably
lessened. In addition, although not
required, a single reference food will
likely be used when multiple claims are
made on a particular product. Use of the
same reference food will considerably

reduce the amount of information on tlie
label. In addition, in light of the changes
that the agency is making in this.final
rule, the percentage that the nutrient has
been changed will often be part of the
claim, e.g., “25 percent reduced fat
cheese cake.” Therefore, the agency
concludes that no additional chenges in
daclaration requirements are necessary
for multiple nutrient claims.

216. Several comments suggested that
the percentage declaration that
accompanies the claim be in the same
type siza, style, and color as the rest of

e claim. However, many other
comments suggested that the proposed
type size requirement would make the

eclaration too large and would leave
insufficient label space to effectively
convey information about the product.
To substantiate this contention, the
comments provided mock ups of labels
showing how the type size requirements
would lead to labe}'clutter. They
requested that the type size be reduced.

e agency considered these

comments and examined the label
examples that were submitted. As a
result, the agency has become
convinced that ge type size
re?uirements for accompanying
information may so crowd the PDP that
manufacturers may not be able to
effectively communicate needed
information to the consumer. Therefore,
the agency has determined that a
different type size requirement is
appropriate for this information.
Because the accompanying information
is adjacent to (although preceding) the
referral statement and, like the referral
statement, is used to clarify the claim,
the agency concludes that the
accompanying information should be
subject to the same type size and style
requirements that it has prescribed for
the referral statement. Therefore, the
agency in new § 101.13(j)(2)(ii) is cross-
referencing the type size requirements
in new §101.13(g)(1) for referral
statements. Thus, the accompanying
information will be in the type size
required by § 101.105(i} for net contents
declaration or one-half the size of the
claim, as appropriate, but in no case less
than one-sixteenth inch.

217. A few comments suggested that
the labeling disclaimers for substitute
foods that do not have the same
pertormance characteristics as the
original food, e.g., “Not for use in
cooking,” be required on foods that bear
“light” claims as well those that bear
*“reduced” claims.

The agency advises that the
requirement for performance
characteristic labeling for substitute
foods applies to all foods that bear
claims that they may be used

interchangeably with another food.
Therefore, the disclaimer requirement in
§101.13(d) will apply equally to any
food in which a nutrient level has been
changed and that bears a nutrient
content claim including “free,” “low,”
“reduced,” “less” (or “fewer"), “light,”
“more,” and “added.”

6. Modified

218. Of those commenting on the term
“modified,” most agreed with the
proposed use of the term. However, one
commaent stated that the term
“modified” does not explain whether
the nutrient has been reduced or
augmented. Another comment suggested '
that the word “modified” used to
compare dissimilar products would be
misleading and recommended that
foods bearing the term “modified” as
part of the statement of identity not be
allowed to use a dissimilar food as
reference food. It said that a food
labeled “modified’ should be required
to be actually changed as compared to
aother foods of its type. A few comments
said that “modified” should be used
only to distinguish chemical changes in
a food or to refer to the nutrient
character of the food (e.g., “modified
fat” or “modified food starch”), not to
a change in the amount of a nutrient. A
comment suggested that “adjusted”
should be used instead of “modified.”
Another comment suggested that the
term “modified” was unattractive for
marketing purposes.

The agency points out that the term
“modified” is not meant to be used
alone, nor was the term meant to be
used to describe products that had not
been altered. Thersfore, as discussed in
comment 204 of this document, the term
will not be permitted based on a
comparison to a dissimilar product.

Additionally, because the word
“modified” reflects a change 'n the
food, the reference food usea for the
“modified” would be one that was
appropriate for a “reduced” or “added”
claims. For example, a modified fat
cheddar cheese would have as its
reference a full fat version of cheddar
cheese, not some other cheese.

The comment suggesting “adjusted”
did not provide any basis to believe that
this term is more useful as part of the
statement of identity to reflect a change
in a food than is the term “modified.”
In addition, the agency is not persuaded
that the term “modified” is an
inappropriate term to reflect nutrient
changes in a food, or that it should be
limited only to uses describing changes
in the chemical nature of a food or in
the character of the food, such as
“modified food starch.” Accordingly,
the agency is not amending its provision
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for the term “modified” and is retaining
the criteria as proposed in § 101.13(k).

D. Implied Claims

In the general principles proposal {56
FR 60421 at 50423), FDA proposed to
definie an implied nutrient content
claim as any claim that describes the
food or an ingredient therein in such a
manner that leads a consumer to assume
that a nutrient is absent or preseat in a
certain amount (e.g., *high in oat bran”),
or that the food because of its nutrient
content, may be useful in achieving a
total diet that conforms to current -
dietary recommendations (e.g.,
“heaithy”): The agency stated that,
under the provisions of the statute, such
imp“}iiad claims are until they
are definsd by FDA by regulation.

Howwer,go agm?c,f recognized that
an argument could be made that
statements such as “contains oat bran”
are not intended to be nutrient content
claims but are intended to advise
consumers about the nature of certain
ingredients. Likewise, the agency said
that statements that a particular
ingredient constitutes 100 percent of the
food, e.g., “100 pescent corn oil,”
should not'be considersd implied .
nutrient content claims when such
statements ars the statement of identity
for the food. Moreover, thie agency
reasoned that claims such as ““contains
no preservatives’ could not be
characterized as nutrient content claims
because they do not relate to nutrients
of the type addressed in nutrition
labeling,

The agency requested comments on
how to draw an appropriate line
between implied nutrient content
cll:ims a'?g mgredmg: dand other label
claims. The agency did not propose
regulations that authorized gpaciﬁc
implied claims. However, it solicited
comments concerning criteria for
evaluating whether implied claims are
appropriate and not misleading, as well
as information on specific implied
claims. The agency said that if it
received sufficient information in
comments, it would consider providing
for specific implied claims in the final
regulation. The agency said that,
alternatively, it would defer action on
implied claims until after the
rulemaking required by the 1890
amendments is complete and would
then consider individual implied claims
through the petition process on a case-
by-case basis,

1. General

219. The agency received a wide
variety of comments on what should
constitute an im nutrient content

claim, and on what steps the agency

should take to regulate such claims,
Some comments.stated that FDA must
maintain strict control of claims made

- on food labels in order to prevent

misleading nutrient content claims and
subsequent consumer canfusion.
Another comment stited that the agency
should develop a list of acceptable
imphied nutrient content claims and
accept others on a petition basis. Several
comments asserted that the proposed
regulations are too vegue and will not
allow manufacturers to determine
whather or not an ingredient claim will
be considered an implied nutrient
content claim by the agency. Some of
these commants stated that bocause of
:he mugugmss of provisicis t;rzt rely gn
nterpreting consumer percaption an
the criminal nature of violations of the
act, it is incumbent on the agency to
define with specificity, and through
rulemaking, the standards by which
implied claims will be judged. Other
comments provided a wide variety of
suggestions, discussed in detail below,
as to what should constitute an implied

nutrient content claim, what should not

constitute such a claim, and what, if
any, implied nutrient content claims
should be provided for in r tions.

Other comments suggested that
factual statements; particularly
ingredient statements, that constitute
implied claims and that are found to be
misleading should be regulated under
the general misbranding provision of
section 403{a) of the act. One of these
comments asserted that whether a label
statement is an implied nutrient content
claim can only be determined on a case-
by-case basis in which the context of the
entire label is considered. The comment
stated that it is highly implausible to
identify specific words that will always
constitute implied claims, Some
comments supported such a case-by-
case approach on the grounds that a
blanket prohibition of ingredient claims
that constitute implied nutrient content
claims would prohibit the presentation
of truthful labeling statements
concerning the content of a food
product. Another commaent stated that
affording manufacturers wide latitude in
language would better serve to educate
consumers about nutrition and the .
nutrient content of food, because they
would not become bored with and
disregard a limited number of repetitive
descriptors.

The agency disagrees with those
comments that said that implied claims

should be prohibited and also with
those that suggested that all implied
claims should be regulated under
section 403(a) instsad of 403(r} of the
act. The language of the statute and the
legislative history make clear that

implied nutrient content claims are
subject to the nutrient content claims
regims. Section 403{r}{(1){A) of the act

rovides that a food is misbranded if it

ears & claim that “ex; -or by
implication characterizes the level” of a
nutrient unless the claim is made in
accordance with regulations establisl
by FDA. Ssttion 3(B)(1)IAE of tha 1990
amendments ihstructs the agexicy to
establish regulations that i claims
described in section 403{r}{1)(A) of the
act that comply with secticn 403(r}(2).
The legislative history {H. Rept. 101
538, supra 19) includes reference to
“high in oat bran” as an example of an
impHed nutrient content claish. This
reference to aty ingrédient claim as an
implied &laira subject to section
403(r)(1)(A) of the act clearly
demonstrates that Congress intended
that ::tu least g:mabstnte{n;ents ?:mnt
ingredients be subject to regulation
under section 403{r){1}{A). Accofdingly,
FDA concludes that i must m
define implied nutrient content

The agency examined the comments

carefully in attempting to devise -
scheme for determining when a label
stlalemoi%:s an imp nmmmt
claim. The agency agroes. :
comment thatgtated that in many cases
whether a Jabel statement is an implied

- nutrient content claim can only be

evaluated on a case-by-case basis,
considering the-entire label and the
centext in whichthe clelm is made.
However, FDA also agrees with the
comments that the &ﬁﬁ:ion in
propused § 101,13(bj(2} is too vagus.
Accordingly, as below, FDA
has modified that definition. Moreover,
FDA has identified groups of claims that
it concludes can be defined and would
not be misleading. The- y is
providing in new § 101.65(c) definitions
for these claims. .
However, because of the large variety
of statements that can be considered to
be implied claims, because of resource
constraints, and because of the strict
timeframes under which this
rulemaking has been accomplished,
FDA is unable to adopt a comprehensive
set of implied nutrient content claims,
Interested persons may provide
information to the ageuzwith which it
can develop additional definitions, or

they may submit gem.ions requesting
appmva{ of specilic definitions or brand
names.
2. Statements that are not implied
claims

The agency has attempted to define as
many groups of implied claims as
possible so as to permit as many

i

appropriate, nonmisleading implied
nutrient content claims as possible in
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this final rule. In addition, FDA
examined the comments carefully to
identify groups of label statements about
ingredients and other attributes of foods
that are not implied nutrient content
claims. The agency finds that it can
distinguish several types of statements
that can be excluded from the
requirements for nutrient content
claims. The agency is describing these
claims in new § 101.65(b).

a .Statements that facilitate avoidance

220. Several comments stated that
some statements of the absence of a
substance or an ingredient provide
valuable infarmation to consumers who
seek to avoid certain substances. The
comments noted that statements such as
**100 percent milk free” or “‘contains no
milk or milk fat” serve primarily to
assist those buyers who adhere to
Kosher dietary laws, or those who suffer
from lactose intolerance, and wish to
avoid dairy products. Other comments
noted that statements such as “contains
no MSG” or “contains no wheat flour”
provide useful, indeed, sometimes vital,
information to consumers.who are
sensitive to these substances. The
comment stated that it was not clear
from the proposal whether these
ingredient statements would be
permitted.

The agency has considered these
comments and agrees that such
statements are not nutrient content
claims. Statements of the absence of an
allergen are regulated under § 105.62 (21
CFR 105.62), which provides for
labeling of foods for special dietary use
by reason of the absence of an allergenic
property. Statements that declare the
absence of other food components or
ingredients that are not nutrients of the
type required to be declared in nutrition
labeling and that are intended to
facilitate avoidance of the substance for
such reasons as food intolerance,
religious beliefs, or dietary practices
{such as vegetarianism), e.g., 100
percent milk free,” are also not nutrient
content claims. FDA has included new
§101.65(b)(1) in its regulations to
recognize this fact. However, the agency
cautions that such a statement could be
made in such a way as to connote a
nutrient content claim. For example, a
statement such as “contains no milkfat"
made in context with other label
information about the benefits of
reducing fat intake, implies that the
product is “fat free.” In such a context,
the statement would be a nutrient
content claim subject to section
403(r)(1)(A) of the act. Also, for
example, claims such as “no tropical
oils” or “contains no animal fat”’ are
usually made in a context that implies

that the product has little or no
saturated fat. Therefore, such claims
would not be avoidance claims under
the provisions of § 101.65{(b){1) but
implied “saturated fat free” claims.
Thus, they would have to meet the
requirements for such claims. .

b. Ingredients that do not serve nutritive
purposes

221. Several comments stated that
factual statements about ingredients, by
their very nature, are not nutrient
content claims and should be allowed
on food labels {e.g., *'no artificial colors”
and “contains no preservatives™). One
comment suggested that this criterion
should also apply to nonnutritive or
nutritionally insignificant sweeteners
such as saccharin, aspartame, and
acesulfame-K and to the brand name
Nutra-Sweet. Such claims, the comment
said, should be accompanied by “not a
reduced calorie food” if appropriate,
and the label should provide a
statement referring specifically to the
caloric and sugar declarations in
nutrition labeling.

The agency continues to believe, as it
stated in the proposal, that claims about
the absence of certain substances that do
not function as nutrients, such as
preservatives and artificial colors,
provide information important to
certain consumers but are not nutrient
content claims because they are not
claims about the level of a nutrient.
Consequently, such claims are subject to
regulation under section 403(a) of the
act, to ensure that they are truthful and
not misleading, but not section 403(x).
Accordingly, the agency is listing in
new § 101,65(b)(2) as a second class of
claims that are not nutrient content
claims, those that are about substances
that do not have a nutritive function and
do not substitute for nutritive
substances, e.g., "‘contains no
preservatives” or “no artificial colors.”

However, FDA does not agree with
the comment'’s suggestion that this
policy should also apply to label
statements referring to the presence of
nonnutritive or nutritionally
insignificant sweeteners. In the past the
agency has regulated statements like
“artificially sweetened” and “‘sweetened
with nonnutritive sweetener* as claims
of special dietary usefulness (§ 105.68),
which in some contexts imply that the
food is “low calorie’ or “reduced
calorie.” Elsewhere in this issue of the
Federal Register, in a companion final
rule on revisions to § 105.66 related to
the nutrient content claims regulations
in this final rule, FDA has discussed its
policy on label statements that refer to
the presence of a nutritionally
insignificant sweetener in a food. In that

document the agency reiterated its
position that such claims are subject to
either new § 105.66(a) and (b}, or (e}.

c. Ingredients that provide added value

222. A few comments stated that
claims about ingredients that provide
added value to products convey
important information about the quality
of the products and should not be
considered implied nutrient content
claims. The comments suggested that
claims such as “made with butter,”
“contains buttermilk,” “made with
whole wheat flour,” “contains real
fruit,” or “‘made with natural, not
processed, cheese” would be examples
of added value claims.

The agency agrees that some of these
claims would be useful as tools for the
manufacturer to communicate to the
consumer that the product is of high
quality because premium or otherwise
preferred ingredients have been used. In
most instances, statements such as
“made with butter,” “made with whole
fruit,” or “contains honey” would not
be considered to be a statement about
the product’s nutrient content.
Accordingly, in new § 101.65(b)(3) the
agency is listing claims about the
presence of an ingredient that is
perceived to add valuae to the product,
such as “made with butter,” “made with
whole fruit,” or “contains honey,"” as
statements that are not nutrient content
claims. However, there would be cases,
such as "“made with whole wheat flour,”
where the added value statement is
made in such a context that it could
imply not only that a preferred
ingredient was used, but also that the
product contained a certain level of a
nutrient {e.g., fiber). Such statements
would be subject to section 403{r) of the
act,

d. Statements of identity

223. Some comments agreed with
FDA's discussion in the proposal that
factual statéments that a particular
ingredient constitutes 100 percent of the
food (e.g., 100 percent corn oil or 100
percent Columbian coffee) are
statements of identity and not implied
nutrient content claims. In addition, one
comment specifically requested that
FDA clarify that the names of dietary
supplements {e.g., Vitamin C
supplements) will not be considered
implied nutrient content claims.

he agency concludes that when an
ingredient constitutes essentially 100
percent of the food, so that the name of
the ingredient is the statement of
identity, the name of the ingredient does
not constitute an implied nutrient
content claim. In such circumstances,
the name of the ingredient constitutes
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the comman or usual name of the
product as described in § 101.5 or the
identity of the commodity as described
in §101.3. As such it must provide an
ade%uate description of the food.

When the ingredient is nat associated
with a nutritional benefit (e.g., -
Colembian coffee), it is clear that the
statement of identity does not imply
that a nutrient is present or absent in a
certain amount. When the ingredient is
associated with a particular nutritional
benefit (e.g., corn qil), declaring its
presence could imply the presence or
absence of a nutrient. However, when
used as the statement of identity, the
name of the ingredient does not imply
that the putrient is present in a certain
amount. Rather, it describes the nature
of the product and does not specifically
characterize the level of the nutrient.
Hence, it would not be considered a
nutrient content claim. As for the
comment that the names of dietary
supplements (e.g:, vitamin C
supplements} are usually not nutrient
content claims, FDA intends to deal
with this issue in the rulemaking that it
will conduct under the Dietary
Supplement Act of 1992.

chordiﬁg;ly.«?ﬂ& is providing in new
§ 101.65{b)}{4) that the rare af an
ingredient is not a nutrient content
claim when the ingredient constitutes
essentially 100 percent of a food, so that
the namae of the i ent is the
statement of identity of the food. The
agency notes, however, that a statement
of identity may include an express
nutrient content claim (see e.g., the final
rule on requirements for foods named
by use of a nutrient content claim and
a standardized term, published
elsewhere in this issue of the Federal
Register). Such nutrient content claims
are fully subject to new § 101.13 and the
regulations in part 101, subpart D.

224. Several comments suggested that
common names or statements of identily
of foods that include terms that relate
directly or indirectly to the nutrient
content of a food (e.g., “‘oat bran
muffins”) should be considered implied
nutrient content claims. Other
comments suggested that such
statements are merely statements of the
characterizing ingredient and should
not be considered implied nutrient
content claims. They suggested that “oat
bran muffin” is not different from
*carrot spice muffin.” One comment
stated that truthful statements such as
these should be assumed to be
nonmisleading unless there is evidence
to the contrary and should be permitted
as part of the statement of identity.

While FDA agrees that most
statements of identity are statements
about the character of a food, there are

a limited number of statements of
identity that contain the neme of an
ingredient that is associated with a
nutrient or a nutritional benefit and that
therefore may also be implied nutrient
content claims, depending on what
other statgmerits are made on-the label
or in labeling. Examples of such
statements of identity wéuld be “corn
oil margarine,” “oat bran muffing,” and
“whole grain bread.” The agency will
evaluate such claims on a case-by-case
basis in the context of the entire label
and the labeling to determine whether
they are nutrient content claims. For
example, if the labeling of oat bran
muffins includes a discussion of the
importance of fiber in the dist, FDA
believes that the *‘oat bran. muffins”
name is an implied claim that the
muffins are high in fiber. If the labeling
is devoid of such information, FDA is
not likely to consider the name to be an
implied nutrient content claim.
Accordingly the agency is praviding in
new § 101.65(b)(5) that a statement of
identity that names as a characterizing
ingredient, an ingredient associated
with a nutrient {e.g., “‘corn oil
margarine,” “oat bran muffins,” or
“whole wheat bagels”) is not an implied
nutrient content claim unless such
claim is made in a context in which
label or labeling statements, symbols,
vignettes, or other forms of
communication suggest that a nutrient
is absent or present in a certain amount.

Statements of identity that are
provided by a standard of identity
subject to section 403{r){5)(c) of the act
are not subject to definition under
section 403(r) of the act and are
therefore not considered nutrient
content claims.

e. Statements of special dietary
usefulness

225, One comment requested that the
agency clarify that FDA will not deem
a statement of speeial dietary usefulness
made on the label or in labeling of a
food in accordance with part 105 of
FDA's regulations to be an implied
nutrient content claim solely because it
represents the food to be for special
dietary use.

The agency has considered this
comment. As stated in the general
principles proposal (56 FR 60421 at
60457), FDA views claims on a food
relative to special dietary needs to be
different from claims made on a food
relative to the nutrient content of the
food. The agency would not consider
claims made solely to portray the
usefulness of the food for supplying a
particular dietary need that exists by
reason of a physical, physiological,
pathological, or other condition as

described in part 105 to be a nutrient
content claims subject to new §101 13.
A claim such as “use as part of a weight
reduction program” in and of jtself,
would nat be considered to be a nutrient
content claim.

However, there are circumstarices in -
which a elaim that a food is useful in
a specisl diet miay be made if¥ s context
that portrays a nutritional aspect of the
food relative to the general population.
If, for example, in sddition to including
a claim that the food was part of a
weight reduction program, the label said
that the food wis *“low calorie,” or the
label contained other statements of
specific nutritional information, then
such statement would be subject to the
requirements for nutrient content claims
because the label contained information
directed toward the general population.
Accordingly, the agency is providing'in
new § 101.85(bJ(6) that label statements
made in compliance with part 105
solely to note that a food has spacial
dietary usefulness relative to a physical,
physiological, pathological, or other
condition where the claim identifies the
special diet of which the food is
intended ta be a part, is generally not a
nutrient content claim.

3. Single nutrient implied claims

a. Ingredient stotements

226. Many comments addressed how
requirements for implied claims should
be applied to ingredient statements like
“contains oat bran” and “corn oil
margarine.” Some stated that ingredient
statements should not be considered
implied nutrient content claims. Other
comments stated that even though there
are good reasons for having ingredient
statements on labels, the fact that a
declaration is an ingredient statement
does not preclude the possibility that it
is also an implied claim. Some said that
claims such as “contains no tropical
oils” and “made with 100 percent
vegetable oil” would be misleading to
consumers who would be led to assume
that such a preduct is low in or free
from saturated fat, when that is often
not the case. A few comments stated
that to prevent ingredient claims from
being misleading nutrient content
claims, all ingredient statements should
be subject to the provisions of section
403(r) of the act.

The agency disagrees both with the
comments stating that no ingredient
claims should be considered to be
implied nutrient content claims, and
with those that want all ingredient
claims to be regulated under section
403(r) of the act. As discussed above,
some ingredient statements clearly are
not implied nutrient content claims, and
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some clearly are, while other ingredient
statements will have to be evaluated on
a case-by-case basis to determine
whether they are implied claims. The
agency will evaluate ingredient
statements in the context of the total
label to determine whether they are
implied claims and therefora subject to
section 403(r)(1)(A) of the act. The
agency’s focus will be on whether the
ingredient statement identifies a
nutrient explicitly or by implication,
and whether it states or implies that the
nutrient is absent, or that it is present
in a certain amount,

227. One comment disagreed with
FDA'’s definition for single nutrient
implied elaims in proposed
§ 101.13(b)(2), stating that the phrase
“leads a consumer to assume’ should be
changed to “consumers acting
reasanably under the circumstances.”
This phrass is preferable, the comment
said, use it requires that the label be
interpreted reasonably, rather than in an
arbitrary, unusual, or unreasonable
fashion. The comment asserted that a
standard that is based on the
interpretations of a few credulous
people is not legally sustainable. The
comment stated that the phrase
“consumers acting reasonably under the
circumstances” correctly takes into
account the context in which the
statement is made,

The agency has considered the

comment and disagrees that “‘consumers_

acting reasonably under the
circumstances” is a more valid standard
for implied nutrien{ content claims than
the one proposed by the agency. The
focus of FDA’s definition of implied
claims is on what the claim suggests.
The definiticn is not intended to be a
quantitative standard to determine the
number of consumers who have a
particular conception.about an
individual claim but is intended to
focus on what the claim is saying. To
clarify the intent of the definition, FDA
is striking the phrase in question and
replacing it with the word “‘suggests.”

228. A few comments said that FDA
should evaluate, on a case-by case basis,
whether a manufacturer intends &
particular label statement to make an
implied nutrient content claim, and
whether consumers perceive the
siatement to be that claim. The
comments assertad that a similar
approach has been supported by the
courts in determining whether & product
is sold as a food or a drug.

In making an evaluation of a label
statement within the context of the
labeling as a whole, FDA agrees that it
should consider both the manufacturer’s
intent and consumer perception.
Howaever, it notes that iatent means

more than the manufacturer’s subjective
intent. See National Nutritional Foods
Association v, Mathews, 557 F.2d 325,
334 (2d Cir. 1977). An article’s intended
use is established by its label, labeling,
promotional materials, advertising, and
“any other relevant source.” id.

A advises that it will evaluate
ingredient label statements on a case-by-
case basis using the definition of
implied cleims in new § 101.13(b)(2)
and the other provisions of the
regulations to detsrmine whether a label
statement is an implied nutrient content
claim. As stated above, the agency's
primary focus will be whether the
statement identifies the nutrient
explicitly or by implication, and
whether it states or implies absence of
that nutrient or its presence in a certain
amount.

229, Several comments suggested that
the agency should consult papular
medisa, scientific articles, and consumer
surveys to determine when an
ingredient claim constitutes an implied
nutrient content claim. Several of these
comments suggested that implied claims
should not be allowed on food labels
unless there is scientific consensus as to
what these terms mean. On the other
hand, a few comments suggested that a
statement about an ingredisnt is not an
implied nutrient content claim, unless
there is direct consumer survey
evidence that a substantial number of
consumers understand the statement to
imply a specific nutrient claim. The
comment contended that any other
position would create chaos because
manufacturers would continually be in
doubt as to whether an ingredient claim
would be interpreted by the agency to
be an implied nutrient content claim,

Another comment asserted that claims
must be interpreted in their historical
context. The comment stated that “high
in oat bran,” implying “high in fiber,”
for example, is taken out of context. The
comment stated that at the time the
claim became widely used, consumers
believed that they needed o eat cat
bran, not soluble fiber, to lower
cholesterol. The comment further stated
that consumers wanted to know the
amount of oat bran in a product in order
to follow a diet high in oat bran.
However, current scientific evidence
m? not substantiate this early finding,
and the necessity for consuming large
amounts of oat bran may not currently
be supported by scientific data.
Therefore, for an implied claim to be
considered valid, the comments said,
current scientific data must be
considered.

The agency agrees that nutrient
content claims should be defined so as
to be meaningful to consumers. It has

attempted to ensure through the
definitions established in these
regulations that permitted claims will
assist consumers in maintaining healthy
dietary practices. In addition, where
possible, FDA has used information on
consumer understanding of terms.
However, the agency is not persuaded
that direct consurner survey information
is always needed for it to provide clear
guidance to manufacturers on whether
an ingredierit statement is an implied
nutrient content claim. As discussed
sbove, FDA is describing in this
document some label statements that
clearly are-nutrient content cleims, and
others that clearly are not. For those
label statements not addressed in this
document, manufacturers who wish
guidance can submit a petition
requesting approval of a claim. The
minimum requirements for information
needed to support such a request are
described in new § 101.69. Petitioners
are welcome to provide consumer
survey information as well as other
types of information in support of a
petition.

230, Some comments asserted that
FDA'’s definition of implied nutrient
content claims should be limited to
those statemnents that either expressly or
by implication describe the level of a
nutrient present in a food, as opposed
to simply describing the food’s .
composition. One comment stated that
such an approach is consistent with
Congressional intent as recorded in the
House Report, which states:

An example of an implied claim covered
by this section would be the statement “lite”,
which implies that the product is low in
some nutrient {typically calories or fat), but
does not say 50 expressly, or “high oat bran”
which conveys an implied high fiber
message.

{(H. Rept. 101~538, 101st Cong. 2d sess,
(June 13, 1990).}

Another comment asserted that it
would be inconsistent with the language
of the 1990 amendments to regulate
claims about an ingredient that do not
characterize the level of that ingredient
as implied nutrient content claims. The
comment requested that FDA
specifically exempt ingredient claims
that do not directly or indirectly refer to
the level of a nutrient (e.g., “contains
oat ‘)mm" and “made with vegetable
oil”).

As already discussed, FDA agroes that
statements that describe (expressly or by
implication) the level of a nutrient
present in a food are nutrient content
claims. In addition, for ingredients with
nutrient implications {e.g., “bran”
implies fiber and “tropical oils” implies
saturated fat), a claim that describes the
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level as “high,” “low,” or “free” clearly
constitutes a nutrient.content claim.

The agency dees not , however,
that claims such as “made with oat
bran’ and “coptains vegetable oil”
should be exempt from the regulations,
It is not clear to FDA that such claims
describe the nature of the food and not
the level of a nutrient. The agency notes
that it is pmvid}h:g in new §101.54 that
a claim that a is a “good source”
of a nutrient can only be mads if the
nutrient is at 10 or more
of the RDI or the DRV per serving of the
food. The agency is also providing for
use of the terms “contains” and .
*‘provides’ as synonyms for “good
source.” As a result, “contains fiber” is
a defined expressed claim that must
meet the 10 percent of the DRV
criterion.

The question then becomes whether
“contains oat bran” and “contains
whole wheat" imply that the food is a
*‘good source of fiber.” Some comments
state that such claims are implied
nutrient content claims, while others
argue that they are statements about an
ingredient ang not the level of a
nutrient. The agency concludes that, in
certain contexts; these statements would
be nutrient content claims becanse they
call attention to the fact that the product
has besn made Wwith an ingredient that
contains a valuable nutrient. For
example, if a label declared “Joe’s Oat
Bran Muffins” or “Joe’s Muffins, made
with oat bran” the prominence of “oat
bran” may not call attention to it is a
way that proclaims its nutritional value.
However, if “Joe’s Muffins” bore a
bright banner with “oat bran" in large,
bright letters, the emphasis on “oat
bran“ would likely place it in the
overall context of a nutrient content
claim, However, FDA will evaluate
these claims on a case-by-case basis,
taking into account the entire label and
the labeling, including the placement
and prominence of the claim as well as
the text of label statements,

231. Some comments asserted that
FDA should narrow the definition of
nutrient content claims to include only
those claims specificelly mentioning a
nutrient of the type addressed in section

_403(q) of the act and of the type
appearing as part of the nutrition panel
{o.g., fat or cholesterol). Similar
comments asserted that any statement
regarding an ingredient, as opposed to a
nutrient, should not be considered an
implied claim. One comment asserted
that even those ingredient claims that
imply that e nutrient is absent or
present in a certain amount are not
implied claims. Rather, according to
these comments they are more
appropriately considerad statements of

identity or-parts of in; nt claims,
Some comments specifically disagreed
with the House report and FDA that the
phrase “high in oat bran” should
automatically constitute an implied
fiber claim. These’comments argued that
this claim, as well as others that simply
describe the in c!igntsgrqqent ina
product in'a &é&ﬁﬂ and nonmisteading
manner, shiould be considered
ingredient statements. One comment
supported this position by stating that
these claims do not gutomatically lead

a consumer to assume that fiber is
absent or present in any amount. The
comment assérted that such a statement
simply advises consumers thet oat bran
is used as a significant ingredient in the
product. The comment went on to say
that while oat bran does have some
relationship to fiber, consumers will not
automatically associate the two. A
similar comment requested that FDA
alter proposed § 101.13(b)(2) to read,
“e.g., high in oat bran, which may imply
that a food is alse high in fiber,”

The agency does not agree that
nutrient content claims under section
403(r)(1)(A) of the act ate limited to
label statements that specifically
identify e nutrient, e.g., fat or
cholesterol. The Jegislative history
identifies the term “high in bat bran” as
an example of an implied nutrient
content claim (H. Rept 101538, 101st
Cong. 2d sess. 18 (June 13, 1990}). This
statement provides strong evidence that
when Congress said that “‘a claim * * *
which expressly or by implication—
characterizes the level of a nutrient * *

* must be made in accordance with
section 403(r)(2),” it intended to include
ingredient claims that imply that a
nutrient is present at a particular level
in, or is absent from, the food.
Accordingly, FDA rejects the comment
that objected to this interpretation.

The agency advises that there are long
established relationships between
ingredients and nutrients that are
covered under the definition of implied
nutrient content claims, Some of these
ingredient-nutrient relationships have
been regulated as claims for special
distary use. For example, terms like
“sugar free’’ have been regulated by
FDA as implying that the product is low
or significantly reduced in calories
(§ 105.66). In addition, FDA has issued
warning letters regarding foods that
contain tropical oils (which contain
significant levels of saturated fat) when
they bear label statements, like “100
percent vegetable oil,” that imply that
these ingredients have low levels of
saturated fat.

Consequently, FDA is not granting the
request to exempt from the nutrient
content claim requirements ingredient

claims that do not explicitly identify a
nutrient. However, as discussed in the
previous comment, the agency
acknowledges that some stdtements that
name ingredients that have nutritional
relevance are not nutrient content
claims. The agency will evaluate such
claims on s case-by-case basis. In
addition, whére sppro; S '
manufacturers may submit petitions
under new § 181.69 requesting approval
of specific claims. : .

232. A fow'coniments suggested that
only those ingredient statements that
meet the definition for a defined
nutrient content claim should be
considered implied nutrient content
claims, and that all other ingredient
claims should not be considered -
nutrient content claims. However,
several other comments suggested that
all ingredient claims that imply that a
nutrient is either absent or present at a
particular level, whether or not they met
the definition of the expressed term,
should be considered implied nutrient
content claims,

Some of the latter comments said that
only those implied claims that meet the
requirement for an analogous expressed
claim should be.permitted on the label
or in labeling, Foroxemple; several
comments said that a statement that a
product “contains gat bran” implies that
the glrgd&ct is a good so*:x:ce of fiber and -
should, therefore; only-be permitted on
foods that meet the definition for *
source of fiber.” The comments said that
requiring that the expressed claim be
met in order to mske an implied claim
would be effective in preventing
manufacturers from using claims on
food that may not meet appropriate
nutritional standards. Another group of
comments stated that any “no
[ingredient]” claims {e.g., ‘‘contains no
tropical oils”) that imply that the
product is free of a nutrient, but that
disparage the absent ingredient, could
be misleading if there is inadequate
scientific support for health concerns
about the ingredient and therefore
should be prohibited. The comments
presented various other examples to
either support or oppose a requirement
that an implied ingredient claim that
meets the requirements for an explicit
nutrient content claim should be
permitted. -

The agency agrees that ingredient
claims that make implied
representations about the level of a
nutrient in a food, whether or not they
meet the definition of the expressed
claim, should be considered implied
nutrient content claims, This conclusion
is consistent with section 403(r)(1)(A) of
the act, which states that a food can be
misbranded by a statement that
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expressly or by implication
characterizes the level of a nutrient in
a food. An ingredient claim that implies
that a nutrient is present in the food at
a particular level, but that fails to meet
the requirements for the equivalent
express claim, will misbrand the food
under section 403{r){1)(A) of the act.
The question of whether claims like
“contains no tropical oil” sheuld be
prohibited as misleading because they
disparage the ingredient will turn on
what the scientific evidence shows
about the ingredient. If it is commonly
known that the ingredient for which
absence is claimed is a source of a
nutrient for which the current dietary
guidelines recommend decreased or
moderated intake, then there is no
reason for the agency to refuse to permit
the claim. The fact that FDA would
permit such a claim, however, would in
no way represent a disparagement of the
ingredient. The claim provides a means
by which a manufacturer could
highlight the saturated fat content of its
food. It does not imply that the
ingredient in question is a ““bad” food.
233. One comment suggested that
FDA allow companies to use expressed
or implied nutrient content claims (in
brand names or otherwise) that have not
been defined or specifically approved
by the agency if the claim is not false
and misleading and is consistent with,
and explained by, an immediately
adjacent term that is defined in the
agency’s regulations. Alternatively, the
comment requested that FDA permit
ingredient claims that did not meet the
expressed nutrient content claims
definition but require them to be
followed by a.factual statement
clarifying the nutrient content
implication {e.g., “no tropical oils—this
product contains 2 g of saturated fat” or
“contains oat bran—not a significant
source of fiber"’). The comment stated
that, in effect, companies would be
allowed to define certain ingredient
claims as implied nutrient content
claims. Such a process would bs in
addition to the petition process
established by FDA, thus allowing a
company to choose whether to
determine its own definition of an
expressed or implied nutrient content
claim or to petition the agency for a
codified definition. The inclusion of a
self-definition procedure would, the
comment contended, be more in
keeping with Executive Order 12630.
Also, according to the comment, under
such a policy, companies would not be
forced to abandon nonmisleading
implied claims and brand names, as
they would under FDA's proposed rule.
Companies would also not be made to
change labels repeatedly, once by the

effective date of the regulations and
again after each new implied nutrient
content claim is approved. Finally, the
comment stated that the rule proposed
by FDA would lead to a proliferation of
unexplained terms that have been
defined by FDA in the regulations but
which have little or no meaning to
consumers, whereas the procedure
suggested in the comment would
requirs the use of a defined term on the
Jabel to explain the intended n;aaninf of
the implied claim, adding significantly
to consumer understanding. The
comment asserted that the alternative
method is fully consistent with the
language and the intent of the 1990
amendments.

The agency does not agree that
allowing manufacturers to use
undefined claims that da not meet the
definition for an expressed claim to be
accompanied by a defining statement is
consistent with either the intent or the
letter of the 1990 amendments. The act
provides that claims that characterize
the level of a nutrient either expressly
or by implication “may be made only if
the characterization of the level made in
the claim uses terms which are defined
in regulations of the Secretary” (section
403{r)(2)(A)(i) of the act). Thus,
Executive Order 12630 is not relevant to
the approach that FDA is required by
statute to take on this matter. To do as
the comment requests and allow
manufacturers to continue using any
label statements they choose (provided
they add a defining statement as
explanation) would be inconsistent with
the letter and spirit of the act. The
agency points out that under section
403(r)(4)(A) of the act, any person may
petition the agency for permission to
use terms that are subject to section
403{r)(2){A)(i). This section also
provides timeframes in which the
agency must act on these petitions.
Thus, there should not be any undue
delay in obtaining a determination as to
whether the claims can be used.
Because the act specifically provides a
mechanism by which use of claims can
be authorized, the agency concludes
that it would be inappropriate for FDA
to establish an alternate mechanism by
which such claims can be used,

The agency disagrees that companies
would be required to make frequent
label changes because of the approval of
each new term. The company could
decide what term it wants to use,
determine whether the use of the term
has been authorized, and if it has not
been, petition for such authorization.
Once the use of a term is authorized, the
firm would be free to use it. Any change
in the company’s labeling made after
that point because FDA approved a new

term would occur because the company
wanted to take advantage of the term,
not because FDA compelled a change.

The agency also disagrees that there
would be a proliferation of unexplained
terms defined by FDA that would have
little meaning to consumers. The agency
is establishing only a distinct group of
terms and synonyms with well defined
meanings that may be used as nutrient
content claims. Any additional terms
that are included in response to a
request of a petitioner will have been
shown to be as well supported as those
terms originally defined.

The agency concludes that the
approach to regulating implied nutrient
content claims suggested by the
comment is not consistent with the
structure established by 1990
amendments and will not promote
better consumer understanding of label
claims. Accordingly, FDA is not
permitting use of undefined nutrient
content claims accompanied by an
explanation.

234. Many comments asserted that
factual declarations of the amount of an
ingredient (e.g., “160 mg of sodium,” or
“contains less than 300 calories’) do not
constitute implied nutrient content
claims. Other comments maintained
that statements concerning the percent
of a nutrient {e.g., ‘9 percent fat")
should also nat be considered implied
nutrient content claim.

The agency advises that declarations
of the amount of a nutrient or the
percent of a nutrient are provided for in
new §101.13(i). That provision,
pursuant to section 3(b)(1)(A)(iv) of the
1990 amendments, states that such
statements must meet the definition for
a defined term or must be accompanied
by a statement that the food does not
meet the appropriate definition,
Commeg}s 16 through 19 of this
document contain a full discussion of
such claims,

235. One cominent suggested that
“equivalent” be defined as a nutrient
content claim so that comparisons could
be made to indicate that a food had the
amount of a nutrient equivalent to a
reference food, e.8., “contains as much
fiber as an apple.” The comment stated
that this type of claim was particularly
appropriate for dietary supplements.

he agency advises that it considers
the example given in the comment to be
an implied claim about the fiber content
of the food. “Contains as much dietary
fiber as an apple™ implies that one apply
is a good source of fiber, and that by
being equivalent in fiber to an apple, th
labeled food is also a good source of
fiber. Such a claim can be used to
providé valid, valuable information to
the consumer about the nature of a
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product in terms of ancther product that
the consumer already understands.
However, the agency believes that such
a statement would be misfeading if the
labeled food was compared to the level
of nutrient in a food that was not
consistent with dietary guidelines,
namely the amount of nutrient in a food
whicl is “frea,” “low,” & “food source,”
or “high.” Likewise such & claim would
be misleeding if comparisons between
the foods were not made on a common
basis. Because a serving of the product
is the amount customarily consumed in
one eating occasion (a value which is
applicable to all foods), the agency
concludes that comparisons using this
type of claim should be‘made-on a per
serving basis.

Accordingly, the agency is praviding
in new § 101.65(c)(2) for the use of
equivalence claims using the phrases -
“contains the same amount of {nutrient]
as a [food]” and "as much [hutrient] as
a [food}”’ to imply that the reference
food is a good source of specified
nutrient, and that on a per serving basis,
the labeled food is an equivalent, good
source of that nutrient {e.g., “as much
fiber as an apple,” “contains the same
amount of Vitamin C as a glass of crange
juice”).

236. Sgveral comments requested that
the agency define specific implied
claims go that their use-would be
permitted-in labeling; Claims that were
suggested included “high in oat bran,”
“contains no oil,” “no tropical eils,”
and “contains canola oil.” While the
comments suggested definitions for the
claims, they were not:always in
agreement on what the definitions
should be.

The agency has carefully considered
these terms and is providing its
interpretation of the nutrient content
implied by the label statement. Label
statements about oils like corn,
sunflower, safflower, and canola
generally refer ta the oils' fatty acid
content. Accordingly, FDA considers a
statement about a type of oil as an
ingredient, such as “made with canola
0il” or “contains corn oil,” to generally
imply that the oil in the product was
low in saturated fatty acids. The
statement ‘‘made only with vegatable
oil” implies that because table oil
was used instead of animal fat, the oil
companent was low in saturated fat,

A claim that a product contains “no
tropical oils,” including a statement
about the absence of a specific tropical
oil, assumes that the consumer
understands that tropical oils have a
large amount of saturated fats. Such a
claim would thet another oil had
been used that did not have a large
amount of saturated 1at. Consequently, a

claim that a grdﬂuct “containg no
tropical oils” would imiply that.the
product is ““low in saturated fat.”

The agency cansiders that a statement
that a product “contains na oil” implies
that the product is not made with lipids
(fat). Accordingly, such a claim would
imply that the product was. “'fat free.”
Such a clatm ena prodiict that :
contained another source of lipids (e.g.,
animal fat) would be misleading.

Further, the agency considers that a
claim that a product is made with or
otherwise contains a whole:grain, a
bran, or any type of dietary fiber (such
as soluble fiber), implies that the
productisa source of total dietary
fiber. Such a claim would theréfore be
misleading if the product did not
contain sufficient fiber derived largely
from the sources of fiber mentioned
such that the product met the definition
for “good source of dietary fiber.”
However, a claim naming these
ingredients that also used the term
“high” or a synonym thereof would be
misleading if the product was not “high
in dietary fiber,”

The agency would generally not
consider ingredient claims that are
consistent with the mesningsthat it has
outlined above to-be misteadingunder
section 403(a) of the act. However, as ..
with any implied claim, the agency will
consider the appropriatendss of the use
of the claim inthe confext ifv which it
is made. )

The agency advises that it does not
consider that the terms that it has
mentioned provide an all-inclusive list
of those ingredients that imply the level
of a nutrient. Claims for other riutrients
will be considered on a case-by-case

_basis.

In conclusion, a claim that states or
implies a characteristic that
distinguishes a particular nutritional
attribute of an ingredient will generally
be considered an implied nutrient
content claim. Whether or not it is a
nutrient content claim will depend on
the context in which it is presented,
taking the entire label into
consideration. The level of the
ingredient may be implicit or explicit.
The agency has described generically in
new § 101.65(c}{3) circumstances under
which such implied claims can be
made. Thé regulation states that claims
may be made that a food contains or is
made with an ingredient that is known
to contain a particular nutrient, or is
prepared in a way that affects the
content of a particular nutrient in the
food, if the finished food is either low
in or a good source of the nutrient that

is associgted with the ingredient or type
of pre; on. If a more specific leve
is claimed fe.g., “high in "),

that level of the nutrient must be
present in the food. For example, a
claim that a food contains oat bran is a
claim that itisa gqod source of fiber;
that a food is made:-only with vegetable
oil is a claim that it is low in saturated
fat; and that a food contains ho oil isa
claim that it is fat free. S
The sgency believes that the approach
that it is taking in § 101:65(c){3) strikes
an appropriate balance between the
interest of industry in making claims
and the consumers’ intereést that claims
that apgear on the label aceurately and
fairly characterize tha leve! in the food

of the nutrient that, either explicitly or
implicitly, is the subject of the claim.
b. Aceompanying information

237. One comment:suggested that
implied nutrient content claims should
be accompanied by appropriste referral
statements that are consistent with the
requirement for sueh statements to
accompany nitrient content claitns.

The agency advises that implied
nutrient content claims that are defined
in new § 101.65 (a){2), must comply
with all of the requirements for nutrient
content claims.described in new
§101.13. Among tha requirerents is the
requirement for refurral statewients. In
addition, FDA advises that as with other
nutrient contént claims, labels bearing
such impliad.glaims must also bear -
nutrition'labeling in atcardance with
the requirements of new §161.9 or,
where applicable, new § 101.10. For
clarity, the agency is listing the-latter
requirement in new § 101.65(a)(3).

4. General nutrition claims

In the general principles proposal (56
FR 60421 at 60423) FDA propased to
include in § 101.13{b){2) a provision
that label statements that imply that a
product would he useful to consumers
in selacting foods that are helpful in
achieving a total diet that conforms to
current dietary recommendations (e.g.,
*healthy”) ara implied nutrient content
claims. .

a. General comments

238. Many comments asserted that
FDA's definition of implied nutrient
content claims should not include
claims that imply that a *“food because
of its nutrient content may be useful in
achieving a total diet that conforms to
current dietary recommendations (e.g.,
healthy).”Some of these comments
stated that Congress showed no interest
in regulating such claims but instead
was concerned only with regulatin,
those statements that ze the
level of a nutrient present in a food. One
such cominent noted tYat neither the act
nor the legislative history contains any
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language addressing general nutrition
claims.

The agency does not e with these
comments. First, the reading of section
403(r)(1)(A) of the act suggested by these
comments is clearly too narrow. A claim
that a food, because of its nutrient
content, may by useful in maintaining
healthy dietary practices is clearly a
claim that characterizes the level of
nutrient in that food. The claim is
essentially saying that the level of
nutrients in the food is such that the
food will contribute to good health.

Moreover, Congress was clearly
concerned with such claims. The
October 24, 1990, proceedings in the
Senate show that one purpose of the
1990 amendments was to regulate the
use of nutrient content claims that
appear on food labels and labeling in
order to help consumers make
appropriate dietary choices (136
Congressional Record $16610 {October
24, 1990)). In addition, section 403(r) of
the act itself, repeatedly uses the phrase
“* * * will assist consumers in
maintaining healthy dietary practices”
to describe the information for which
provision is being made (see e.g.,
section 403(r)(2)(A)(ii)(1T) and
(r)(2)(AXiii){T) of the act).

The agency is therefore not persuaded
that this aspect of the proposed
definition of implied nutrient content
claims is inconsistent with the language
of the act, the intent of Congress, or the
goals of the 1990 amendments.
However, FDA is modifying
§ 101.12(b){2)(ii) to replace the phrase
¢« = * achieving a total diet that
conforms to current dietary
recommendations” with the statutory
phrase “* * * maintaining healthy
dietary practices.”

239. Some comments objected to
regulating terms such as “‘nutritious,”
“healthy,” and “wholesome’ under
section 403(r) of the act because they
have different meanings depending on
their contextual use and would be
difficult to define. These comments
asserted that the agency should instead
regulate the use of such terms on a case-
by-case basis under section 403(a) of th
act. The comments asked for assurance
that these terms would not be regulated
unfer section 403(r) of the act.-

Other comments asserted that terms
such as “wholesome,” “nutritious,”
“eating right,” “basic 4,” “smart,"” and
*good for you” are implied nutrient
content claims and should be banned
from food labels. A few of these
comments suggested that such terms are
more appropriately used to describe an
overall diet and should not be used on
the labels of individual foods. One of
these comments cited a poll that was

conducted for them in February 1992, in
which 1,007 individuals were
interviewed concerning their
interpretations of the terms
“wholesome” and “nutritious.” The
comment reported that, other than the
55 percent who responded that the term
“wgolesome" on a food label meant that
the product was “good for you,” none
of the possible responses for the
meaning of either term garnered more
than 23 percent of the respondents.
Some comments, however, suggested
that terms such as “wholesome,”
“nutritious,” “eating right,” *'basic 4,”
“smant,” and “‘good for you" could be
defined as synonyms for ‘‘healthy.”
Some of these comments supported
such a definition only as a secondary
option to banning the terms, while other
comments stated that the terms should
be allowed but controlled. One
comment stated that if terms such as
“healthy” are held to be implied
nutrient content claims, then other
suggestive words having to do with a
product’s quality, such as “beneficial”
and “hearty,” must similarly be defined
or banned.

Somse comments expressed concern
about continued use of such terms in
branid names grandfathered under
section 403(r)}(2)(C) of the act. One of
these comments stated that leaving the
terms undefined allows companies that
used the claims before October 25, 1989,

_to continus to usethem on foods that

may not meet appropriate standards.
The comment stated that if FDA chooses
to define such terms, then the definition
must include strict and comprehensive
criteria. ‘

One comment stated that the
proposed definition for genera) nutrition
claims could have an impact on many
proprietary trademarks or slogans such
as “'Keeping Fit!"”, “‘Stay 'n Shape,”
“Product 19,” *“Breakfast of
Champions,” “’Eat Right and Look It,”
and "“Right Choice.” Although the
comment maintained that Congress did
not intend these terms to be regulated,
it acknowledged that these brand names
serve as a beacon totonsumers ta
indicate that there is something
nutritionally desirable about the
product,

FDA disagrees that terms such as
those cited in the comments should be
automatically excluded from regulation
under section 403(r) of the act. The
agency believes that thess terms can be
implied nutrient content claims when
they appear in a nutritional context on
a label or in labeling. FDA advises that
it will consider these termstobe in a
nutritional context when they appear in
association with an explicit or implicit
claim or statement about a nutrient. For

example, in the statement “nutritious,
contains 3 g of fiber,” “nutritious” is an
implied nutrient content claim because
it suggests that the food may be useful
in maintaining healthy dietary practices.
Accordingly, the agency is providing in
new § 101.65(d)(1) that such statements
are implied nutrient content claims and
are subject to the requirements of
section 403(r) of the act.

However, the agency also believes
that when a term such as “healthy,”
“whalesome,” and "nuttitious” appears
on a food label in a context that does not
render it an implied nutrient content
claim, it is not subject to the
requiremernits of section 403(r) of the act,
Under such conditions, the use of'th :
term is subject to section 403(a) of the:
act, and FDA will determine whether it
is misleading on a case-by-case basis.

The agency further advises that,
except for "healthy,” it does not have
enough information to decide if
definitions for the terms mentioned in
these comments are needed, and if so,
what those definitions should be. In a
tentative final rule published elsewhere
in this issue of the Federal Register, the
agency is providing its tentative
position on an appropriate definition for
"healthy” based on-information
received in the comments. In addition,
becausa of the time constraints of this
rulemaking, FDA has been unable to
develop information with which to
make such a decision. The agency
solicits information on whether such
definitions are appropriate, and if
definitions are appropriate, what they
should be. Interested persons may
submit appropriate petitions under new
§ 101.69 with accompanying
substantiating information to initiate
this process.

E. Use of Nutrient Content Claims with
Meal-type Products

1. Definition of meal-type products

In the general principles proposa. (56
FR 60421 at 60455), FDA proposed a
definition for'a *‘meal-type product” for
the purpose of regulating nutrient
content claims for these products on a
different basis than for individual foods.
The proposal cited the many comments
that the agency received in response to
the ANPRM (54 FR 32610), and during
the public hearings that followed, that
requested that FDA define and allow for
the use of nutrient content claims for
meal-type products. FDA proposed in
§101.13(1), to define a *‘meal-type
product” as a food that: {1) Makes a
significant contribution to the diet
either by providing at least 200 calories

er serving {container) or by weighing at
east 6 ounces per serving (container);
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(2) contains ingredients from 2 or more
of 4 food groups; and (3) is represented,
or is in a form commonly understood to
be, a breakfast, lunch, dinner, meal,
main dish, entree, or pizza. The four
food groups in §101,13(1) were: (1)
Bread, cereal, rice and pasta group; (2)
fruits and vagetables group, (3) milk,

yogurt, and cheese group; and (4) meat,
poultry, fish, dry beans, eggs, and nuts
" group. The & that

ncy
current guidglznes for daily food intake
specify five food groups, distinguishing
between fruits and vegetables. However,
FDA proposed to combine the fruits and
vegetables groups for regulatory
purposes.

A requested comments on the
appropriateness of this definition of a
‘“meal-type product” as well as on the
appropriateness of specific amounts
{e.g., 200 calories and 8 ounces) and
specific product types (e.g., “main
dish”) used as a basis for this definition.

The agency received many comments
on the need for separate criteria for
meal-type products and the definition of
meal-type products. After reviewing
these comments, the agency continues
to believe that separate criteria for meal-
:I\;pe products are needed but is revising

e definition of a “meal-type product”’
to establish separete definitions for meal
products and main dish products for the
purpose of regulating clairas (these
products. will still be referred to
collectively as “meal-type products” in
this preamble).

246. The majority of comments
supported separate criteria for meal-type
products as compared to individual
foods. Two comments, however, stated
that FDA should not create separate
nutrient content claim definitions for
these foods because meal-type products
contain no more food or calories than
ordinary foods. One of these comments
also stated that FDA's proposal
arbitrarily sets up a double standard for
nutrient content claims in the
marketplace. Alternatively, these
comments recommended that the
criteria for claims such as “low,”
“source,” and “high" on all food
products be based on specified nutrient
levels per serving and per reference
amount, or specified nutrient levels per
100 calories {or per 100 nonfat calories
in the case of sodium and cholesterol).
For example, for “low fat,” one
comment suggested that the criteria be
no more than 3 g of fat per serving and
per reference amount, or no more han
20 percent of calories from fat. For “low
cholesterol,” the comment suggested
that the criterta be no more than 20 mg
of cholesterol per serving and per
reference amount, or no more than 15
mg per 100 nonfat calories, The

comments stated that the alternative
criteria would allow foods that are high
in calories to make “low" claims for
certain nutrients,

The agency acknowledges the
complexity in defining a meal-type
product for the purpose of regulatin
claims and agrees that, with any su
definition, there is the potential for
certain nents that may result in
similar food products having different
bases for claims. The agency carefully
considered the suggestion that it
establish a single set of criteria for all
types of food products but concluded
that it was not appropriate to do so. This
approach would generally result in the
application of the per 100 calorie
criterion rather than the per serving and
per reference amount criterion to meal-
type products, because the former
would permit products to contain
greater amounts of nutrients per serving.
For example, a 400 calorie product
could have as much as 8 g of fat if “low
fat” was defined as not more than 20
percent of calories from fat. However,
the agency concludes that the primary
criterion for all “low” definitions for
nutrients should be based on nutrient
levels per 100 g as proposed, rather than
on specified nutrient levels per 100
calories {or per 100 nonfat calories), The
agency concludes that it is
inappropriate to have as a primary basis
for “low" claim a criterion that
considers total fat levels in a food in
addition to the levels of another nutrient
that is the subject of the claim. For
example, given the suggested criterion
of no more than 15 mg of cholesterol per
100 nonfat calories, a 400 calorie dinner
with 40 percent of the calories
contributed by total fat could have only
36 mg of cholesterol, whereas another
dinner with the same number of calories
but only 20 percent of the calories
contributed gy total fat could have as
much as 48 mg of cholesterol. The
agency further believes that it would
confuse consumers to have a criterion
that links the amount of total fatin a
product to the products ability to make
a “low” claim about anather nutrient
such as cholesterol or sodium.
Accordingly, the agency is not
persuaded to adopt this alternative set
of criteria for meal-type products and
individual foods, -

However as discussed in comment 52
of this document, the agency has
concluded that it is appropriate to have
for “low” claims for fat and saturated
fat, a second criterion that considers
their caloric contribution to a meal-type
product.

247. Some industry comments
supported the proposed definition of a
meas-type product, whereas others

“comprise less

stated that the definition was too broad
with respect to the miniroum
requirement of either 200 calories or 6
ounces and with respect to the inclusion
of main dishes, entrees, and pizzas in
this category.

One comment said that the 200
calorie level is an insufficient amount of
food for a “maal«gggtpmduct.” even as
part of a reducing dist, and that thosé
who purchase such foad could easily be
misled that such foods will provide
them with a filling, balanced meal.
Other comments maintained that 200
calorie food items are meal segments,
not meal replacers, for the vast majority
of consumers and should not be
included in a definition for a “meal-type
product.” Some comments,
recommended that a minimum of 500
calories be used. These comments
maintained that a 500 calorie minimum
would be a more accurate reflection of
the calorie content of an individual’s
meal. They stated that foods that
contain this higher calorie level still
one-third of the
calories consumed by the segment of the
population that consumes the fewest
calories, and that this lavel would
comprise about one-fourth of the typical
consumer’s daily caloric intake, One
comment 8W that 350 calories be
the minimum level, while another
comment suggested that 300 calories be
the minimum requirement.

These comments.acknowledged,
however, that & minimum calorie
requirement, whether at 200 calories or
500 calories, could result in similar

roducts slightly below or above these

avels having very different outcomes
with respect to claims. For example, it
was stated that with FDA’s pr:ﬂ)sal. a
200 calorie serving of soup co
qualify for a “low fat” claim with 6 g of
fat, whereas a 190 calorie soup that
contained only 4 to 5 g of fat could not.

The agency acknowledges that the 200
calorie level is about equal to or less
than one-tenth of the National Research
Council’s recommended energy
allowances for adults (Ref, 28). The
agency further agrees with the
comments that a number of individual
foods would meet this minimum caloric
level. In addition, the agency has noted
that, with this proposed minimum
caloric level, it would be possible for
meal-type products below the 300 -
calorie range that met the 3 g per 100-

g criterion for “low fat” to contain more
than 30 percent of caloriss from fat. This
result would not occur if the agency
adopted a higher minimum caloric
level, such as 500 calories. However,
this higher minimum caloric level
would exclude a number of meal
products that for some consumers are
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appropriate for weight maintenance and
for other consumers are appropriate for
intended weight reduction.

The agency also considered whether
to adopt the suggested levels of 350 or
500 caYories. However, as pointed out in
the comments, using a 350 or 500
calorie minimum requirement would
not eliminate the problem of similar
products having different outcomes for

Jaims,

For these reasons, the agency is
persuaded that a minimum calorie
requirement is not an appropriate basis
on which to define meal-type products,
and that another product type category
that would make the meal-type product
category less broad is n .
Accordingly, the agency has dropped a
minimum calorie requirement from the
definition of a ““meal product” in
§101.13(1) and is not including one in
the definition of a “main dish product”
in § 101.13(m) (discussed below).

248. A few comments addressed the
proposed requirement in the definition
of a meal-type product that the food be
represented as, or in a form commonly
understood to be, a breakfast, lunch,
dinner, meal, main dish, entree, or
pizza. These comments stated that there
needed to be a clear distinction in the
regulations of the types of foods that are
eligible to bear claims as *‘meal
products.” One comment raised the
question of whether foods such as a
danish, fruit sweetened yogurt, or a
bow] of cereal could be & breakfast
entree, or whether pasta, beans in
tomato sauce, soup, or a baked potato
with topping could be a lunch or dinner
entree. Another comment suggested that
entrees including pizza have a different
basis for claims than meal preducts, and
that this basis should be the reference-
amounts for mixed dishes.

These comments further demonstrate
that the proposed category of a meal-
type product is too broad for the
purpose of regulating claims, and that
an additional category needs to be
established. The types of products that
the agency intended to include in meal-
type products, besides meal products,
included foods that are often
represented as main dish products and,
thus, represent only a portion of the
complete meal. Based on the comments,
however, the agency is persuaded that it
would ba inappropriate to apply the
same critaria to a product that
represents a meal and to a product that
represents a significant portion of a
meal. Thus, the agency is persuaded
that separate criteria for claims should
be established for meal products and for
main dish products, Accor y, FDA
is revising proposed § 101.13(}) to define
a “meal product” and is Jefining a

“main dish product” in § 101.13(m).
The requirements in these definitions
are discussed in comments 249, 251,
and 252 of this document.

249. Some comments agreed with the
6-ounce minimum requirement, while
other comments stated that this
minimum requirement was too low. One
of the latter comments stated that this
minimum would be met by such
products as canned soups, pastas,
beverages, and most containers of
yogurt, and that even the skimpiest
meals or entrees weigh closer to 10
ounces. Another comment suggested
that the minimum weight requirement
should be at least 7 ounces per serving.

The agency acknowledges that the
minimum 6-ounce weight is low for
many meal products, even though it is
within the range of main dish ﬂroducts
that are now marketed. USDA has
required that frozen products labeled as
“dinner” or “supper” weigh at least 10
ounces (Ref. 29). Thus, FDA concludes
that it is appropriate to require that
products represented as meals weigh, at
a minimum, 10 ounces to be consistent
with USDA. Further, FDA believes that
products weighing between 6 and 10
ounces which were defined as meal-
type products in the proposal, generally
are marketed as entrees and side dishes.
Thus, the agency finds that because of
their contribution to the overall diet and
because of consumer expectations, it is
appropriate to require that main dishes
weigh at least 6 ounces.

Accordingly, for the purpose of
making a claim, FDA is defining a "“meal
product” in § 101.13{1){1) as a food that
makes a major contribution to the total
diet by weighing at least 10 ounces per
labeled serving. Likewise, for the
purpose of making a claim, FDA is
defining a “main dish” in §101.13{m)(1}
as a food that makes a major
contribution to a complete meal by
weighing at least 6 ounces per labeled
serving.

Consistent with these provisions, the
agency is also revising proposed
§101.13(1)(3) (redesignated as new
§ 101.13(1}(2)) to provide that to qualify
as a “meal product"” the food b
represented as or be in a form
commonly understood to be, a breskfast,
lunch, dinner, or meal. The agency is
retaining the provision that such
representations may be made either by
statements, photographs, or vignettes.
The agency is aware that some products
currently available in the marketplace
are represented as meals but weigh
somewhat less that 10 ounces. Should
these products make nutrient content
claims, the agency advises that such
claims should comply with the
provisions established for main dish

products in § 101.13(m}(2). This will
ensure the application of appropriate
disclosure levels for such products (see
comment 273 of this document).

The agency is requiring in new
§ 101.13(m)}{2) that to qualify as a “main
dish” the food be represented as, or be
in a form commonly understood tobe,
a main dish (e.g., not a beverage or a
dessert). The agency has cited beverages
and desserts in this provision because
they are not commonly understood to be
a main dish and thus are appropriately
excluded. However, foods that may be
marketed as main dishes in the future
are not categorically excluded from
being main dishes but will be .
considered by the agency on a case-by-
case basis. 250. A few comments
objected to use of the term “‘container”
in the agency's propoesed requirement
that a meal-type product weigh at least
6 ounces per serving (container), The
comments maintained that the term
“container” effectively equates meal-
type products with single-serving
containers, whereas meal-type products
are packaged in both single-serve and
maultiple-serve containers. One
comment stated that it makes no sense
to have a provision that would aliow a
product in a single-serve container to
make a claim but not an-identical
product packaged differently.

The agency agrees with the comments
that the term *container” may

_ inappropriately equate meal-type

products with single-serving containers,
This was not the intent of the praposal.
Therefore, the agency is deleting the
term ‘“‘container’” from new
§101.13(I}(1)(i) and (m)(2)i).

251. Some comments suggested
revisions to FDA’s propose
requirement that a meal-type product
contain ingredients from two or more of
four food groups. Several comments
supported a requirement that the
product contain at least 3 different
foods. A few comments suggested that a
specified number of food servings be
required rather than ingredients,
because, according to one comment, the
requirement for two “ingredients,”
irrespective of their amount, was
meaningless, Another comment
suggested that a serving be at least one-
half the reference amount,

Given the decision to provide separate
criteria for meals and main dishes, the
agency is persuaded that a meal product
should contain at least three different
foods from at least two of four food

oups and is revising new
§ 101.13(1)(1)(ii) accordingly. Dietary
guidance recommends that Amaericans
assemble daily diets by selecting a
variety of foods from the various food
groups. Because meals are large
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segments of the diet, it is eppropriate to
expect that meals would include at least
three different foods from at least two
food groups. Main dishes, on the other
hand, are combined with other foods to
create a meal and thus may contain as
few as two foods from two food groups.
Therefore, the agency is requiring in
§101.13(m)(1)(ii) that a main dis!
product contain at least two different
foods from two of four food groups.

The agency also agrees that the
requirement for a specified number of
foods may be problematic without a
minimum weight requirement. FDA
considered whether there should be a
requirement based on a minimum
percentage of a reference amount such
as 50 percent. The agency has
concluded, however, that such a
requirement would be difficult to
implement and may not in the end be
meaningful. Different reference amounts
could be applied to a food in a meal-
type product depending on how the
food was prepared (e.g., with or without
sauce}, haw it was used in a product
{e.g., as a major component or a
garnish), or whether the food is subject
to a mixed dish reference amount.

Therefore, the agency has developed
an alternative approach that derives
from the comment that suggested that a
serving be at least one-half of the
reference amount, the aim of which
would be to prevent an ingredient that
is present in small amounts from
counting toward the requirement that a
meal product and a main dish product
contain a minimum number of foods
from at least two food groups. Thus,
FDA has revised new § 101.13(1)(1)(ii}
and (m){1)(ii) to require that a meal
product contain not less than 40 g each
of the minimum number of different
foods.

The 40 g minimum requirement is
about ane-half of the reference amount
for fish, shellfish, or meat/poultry
substitutes without sauce (reference
amount is 85 g) and is about one-half of
the reference amount for drained
vegetables (reference amount is 85 g).
The 40 g amount is also within the
middle range when comparing one-half
the reference amount of foods with large
reference amounts (e.g., 140 g is the
reference amount for pasta) to products
with small reference amounts (e.g., 30 g
is the reference amount for cheese}; that
is, 40 g is about midway between 15 g
and 70 g. The 40 g amount should not
be confused with the reference amounts
for individual foods.

252. One comment stated tha* FDA's
proposed requirement that a meal-type
product contain ingredients from at
least two food groups sets up an
artificial distir ction between foods. The

comment asked, for example, would
breaded fish, but not unbreaded fish, be
considered as consisting of two food

The agency finds that it is
inappropriate to include certain types of
foods when determining the number of
foods from the four food groups because
such foods cannot be considered to
contribute a recommended serving of
food. These type of foods are gravies,
condiments, relishes, pickles, olives,
jams, jellies, syrups, breadings, and

" garnishes, The agency also believes that
it is inappropriate to count sauces
toward this requirement because of their
high water content. However, a food
that is in a sauce and that belongs to one
of the four food groups can be counted

uirement for the
particular food group if the food weighs

a minimum of 40 g (e.g., 40 g of

tomatoes in tomate sauce). The agency

believes that a requirement for a

minimum amount of a food in a meal or
main dish product should be
determined by the weight of the food
and not by the way in which the food

is presented in the product (i.e., an

ingredient in a sauce).

Accordingly, the agency is providing
for a meal product in § 101.13(1)(1)(ii)(E)
and main dish product in
§101.13(m)(1)(ii)(E) that gravies,
condiments, relishes, pickles, olives,
jams, jellies, syrups, breadings, and
garnishes can not be counted as foods to
meet the requirement for a specified
number of foods from at least two food
groups. This provision also excludes
sauces except for foods in the four food
groups that are in the sauces.

253. One comment suggested that
there be separate food groups for fruits
and for vegetables. It pointed out that
such a separation would be consistent
with the food groups recommended in
current dietary guidelines.

FDA endorses the five food groups
recommended in current dietary
guidelines. For this particular regulatory
application, however, the agency
believes fruits and vegetables should not
be treated as separate groups. While the
agency acknowiedges the important and
distinct contributions each makes to the
diet, FDA is concerned that a
combination of a fruit and a vegetable
could be classified as a main dish. The
nutritional contribution of each, while
not the same, is more similar than any
other two food groups. These products
would contribute only a limited number
of calories and would fail to contribute
as diverse a range of nutrients and food
components as a combination of twa
other food group. .

2. Definition of “free” for meal-type
products

In the general principles proposal (56
FR 60421 at 60473), FDA proposed
definitions of the term “free” to describe
the content of sugar and sodium in a
food. The agency also proposed in the
fat/cholesterol proposal (56 FR 60478)
definitions of the term “free” to describe
the content of fat and cholesterol in a
food. Thesa proposed definitions
applied both to individual foods and to
meal-type products, and for meal-type
products, were based on specified
nutrient levels per reference amount
and per labeled serving. The rationale
proposed for the definition of “‘free”
was based on the finding that this
nutrient content claim is an absolute
term implying absence of a nutrient.
The agency further stated that the
definition considered the level of a
nutrient that is at the reliable limit of
detection and that is dietetically trivial
or physiologically inconsequential.

254. One comment supported the use
of the same criteria for “free" claims for
individual foods and for meal-type
products. Another comment suggested
that all nutrient content claims for meal-
type products should be based on
nutrient levels per 100 g of feod.

The agericy continues to believe, as it
stated in the general principles proposal
(56 FR 60421 at 60433), that the term
“free” is an absolute term implying
absence of a nutrient in a serving of a
food, whether it is an individual food or
a meal-type product, not absence of a
nutrient in a specified weight of food
such as per 100 g. Therefore, the agency
rejects the suggestion that it base “free”
claims for meal-type products on
nutrient levels per 100 g.

255. One comment stated that the
proposed requirement of less than 2 mg
per serving in the definition of
“cholesterol free” for meal-type
products is unreasonable. This comment
stated that 2 mg of cholesteral in a 9-
ounce serving is less than 0.008 percent,
whereas in a small serving product such
as crackers, the same amount of
cholesterol represents 0.015 percent.
This comment suggested raising the
cholesterol free level for meal-type
products to 5 mg per serving, The
comment stated that at the 5 mg level,
60 servings of a meal-type product
would be required to be consumed to
meet the DRV and thus would result in
ample protection for the consumer.

This comment has not convinced the
agency to raise the level for “cholesterol
free” for meals and main dishes. The
agency acknowledges that 2 mg of
cholestero] in a meal/main dish product
will be a much smaller percentage by
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ight than a small serving size product FDA consider requiring that a meal-type
product obtain no more than a certain
percentage of its calories from fat (e.g.,
20 percent) in order to qualify for a “low
fat” claim, Two other comments
supported upper limits for “low calorie”
claims, with one comment
recommending an upper limit of 300
calories and another recommending an
upper limit of 350 calories.

agrees with the majority of

comments that support the use of per
100 g as the basis for regulating “low”
and “very low” claims on meal-type
products. FDA does not agree with the
comment that meal-type products
should have to meet the same criteria as
single foods because meal/main dish
products are generally a larger part of
the total diet than single foods.

The agency has not
by these cornments that there is a need
or an appropriate basis for establishing
upper limits for absolute amounts of
calories or nutrients per serving when a
claim for “Jow” is made. Rather, the -
agency believes that providing for the
level of the nutrient per 108 g of food
is generally sufficient to prevent
misleading claims on meal-type

~ products. While FDA has usually
assumed that food consumption
patterns generally reflect 3 meals per
day and a snack (with about 25 percent
of daily intake for each), the agency
at even if a meal-type products
weighs as much as 400 g, the absoluts
amount of a nutrient or calories
consumed would be relatively low and
thus consistent with the claim. For
example, a 400 g meal could contain no
more than 12 g of fat, which is only
about one-fifth of the DRV,

Moreover, meal size will increase and
decrease as a function of the number of
servings of individual foods in the meal-
type product. Larger persons in need of
more calories and greater amounts of
258, Many comments supported using nutrients are expected to select a meal
comprised of more servings of an
individual food or of more servings of
low” claims on meal-type products. One different foods (hence a larger meal}
than would be expected to be selected
by a smaller person. Thus, a basis for
determnining an absolute amount of a
nutrient that would preclude the
product from being considered “low” in
a particular nutrient is problematic.

owever, FDA is persuaded by

comments that it is appropriate to
require that meal-type products contain
to qualify for nutrient content claim. An  no more than a certain percentage of
additional comment expressed the view calories from fat. The agency recognizes
that it is possible for certain meal-type

roducts to contain no more than 3 g of

at per 100 g of product and still derive
more than 30 percent of their calories
from fat. FDA is concerned that claims
be consistent with dietary guidanoe.

ut points out that these percentage
differences also occur with individual
foods that vary considerably in serving
size weight. The agency continues to
believe that the same golasterol level
for the definition of “free” should be
used for meal-typs products as for
individual foods, because it is defining
“free" as an absolute term implying
absence of a nutrient in a serving of
food, irrespective of the serving size of
the food in question. Accordingly, the
agency has retasined the proposed
cholesterol levels in the final rule,
including the disclosure statement
allowed for ingredients commonly
understood te contain the nutrient in
question.

3. Definition of "low” and “very low"
for meal-type products

a. Basis for claims

In the general principles proposal,
FDA proposed that the definition of
“low" and ‘very low,” when describing
the content of single nutrients in meal-
type products, be based on nutrient
lsvels per 100 g. The proposal stated
that this approach would elleviate the
need to accommodate the variations in
serving size for the various s of
meals. The agency proposed that the
nutrient levels per 100 g, except for
calories, be the same levels for meal-
type products as for individual foods.
As part of the rationale for proposing

specific levels of nutrients for the “low”

definition of individual foods (56 FR
60421 at 60440), the agency considersd
that the “low” definition should be
sufficiently restrictive to allow
consumers to select a variety of foods,
including some that are “low’’ in a
nutrient and some that are not “low,”
and still meet current dietary
recommendations.

amounts of nutrients per 100 g as the
basis for regulating “low" and “very

of these comments stated that this is the
only workable approach because of the
wide variety of products and the range
in net weights encompassed within
meal-type products. However, ancther
comment stated that meal-type foods
should have to meet the same criteria
{i.e., a per serving rather than per 100

g basis for claims) as single item foods

that an approach based only on nutrient
amounts per 100 g would allow many
claims on  wai-ype products that
would be prohibited on individual
foods. This comment and two other
comments suggested, for exampls, that

n persuaded

Current recommendations are that 30

ercent or less of calories from fat and

ess than 10 percent of calories from
saturated fat. These recommendations
are targeted toward the total diet, and
the agency has stated in this document
several times that they should not be
applied to individual foods. However,
the agency believes that a meal-type
product makes a significant contribution
to the dist and, thus, finds that it is
appropriate ta apply these total diet-
oriented recommendations to meal-type
products, By their nature, meal-type
products are not single foods but
combinations of foods intended to
contribute a larger amount to the diet
than a single food.

FDA has therefore concluded that
“low fat” or “low saturated fat" claims
on meal-type products that have more
than 30 percent of calories from fat or
10 percent or more of calories from
saturated fat are misleading to
consumers and inconsistent with
dietary guidance. Accordingly, the
agency is providing in new
§ 101.62(b)(3)(i) that meal-type products
that contain 3 g or less of fat per 100 g
and derive 30 percent or fewer of their
calories from fat may bear a “low fat”
claim, Likewise, the agency is providing
in new § 101.62(c)(3}(i) that meal-type
products that contain 1 g or less of
saturated fat per 100 g and derive less
than 10 percent of their calories from
saturated fat may bear a “low saturated
fat” claim,

b. “Low calorie"

257. In the general principles
proposal, FDA requested comments on
whether the criterion of 105 calories per
100 g of product for “low calorie” meal-
type products was too low. A few
comments from industry recommended
that the level be raised from 105 calories
per 100 g to 120 calories per 100 g. One
of these comments was submitted by the
organization that had previously
suggested the 105 cslories that became
the level in FDA's proposal. At least one
comment suggested that FDA not
establish an upper limit for calories in
a serving, However, a foreign
government suggested an upper limit of
300 calories, and a well-known health
organization suggested 350 calories as
the upper limit. Another comment
maintained that the proposed criterion
of 105 calories per 100 g was arbitrary
and did not bear any relation to the
definition of “low calorie” for
individual foods. This comment further
maintained that a weight-based criterion
was not necessarily relevant, that a “low
calorie meal” was a contradiction in
terms, and that consumers did not need
this provision because of the availebility
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of comparative claims. An additional
comment recommended that the
number of calories be disclosed next to
the nutrient content claim for meal-type
products.

First, FDA disagrees with the
comment that the agency should not
provide a separate tion for “low
calorie” for meal:typs products because
of the availability of comparative
claims. Obesity is a major public health
concern and the agency has long
acknowledged that the availability and
marketing of low aalorie food products
helps to promote weight control among
American consunmers. The agency has
made provisions for absolute claims
{such as “low") as well as comparative
claims (such as “reduced”) on
individual foods, and, given that meal-
type products are combinations of
individual foods, finds no reason why
such claims on meal-type products
would not be helpful to consumers.

Secondly, as discussed in responss to
the previous comment, the agency has
established no upper limit for nutrient
or calorie levels in meal-type products
making nutrient content claims, but
instead believes that the amount per 100
g of food provides sufficient control 50
that claims are not misleading to
consumers and are consistent with
current dietary recommendations.

The agency acknowledged in its
general principles proposal (56 FR
60421 at 60455) that establishing a
definition for “low calorie’ meal-type
products was problematic but accepted
the suggestion put forth in a comment
that 105 calories per 100 g of food was
reasonable and consistent with market
practices. FDA specifically asked for
comments on this issue. Little support
was expressed for this level, while
several comments suggested that the
level be raised from 105 calories to 120
calories fl-x:ler 100 g.

FDA finds that it is appropriate to
increase the definition to this level. The
agency notes that 120 calories per 100
g of food is low enough to allow
consumers to select different types of
meal-type praducts during the day,
including some that are “low” in
calories and some that are not “low,”
and still consume calories at a level
consistent with weight control goals.
For example, even if a meal product
weighs 400 g it would be limited to no
more than 480 calories. This calorie
amount is less than one-fourth of the
average recommended energy allowance
for most adult age/sex groups (Ref. 28).
Accordingly, FDA is revising new
§ 101.60(b)(3)(i) to provide that to

ualify for a “low calorie™ claim, a main
ish or a meal product contain 120
calories or less per 100 g.

¢. "Low sodium”

258. Several industry comments
supported raising the level of sodium
that would justify a “low sodium” claim
on meal-type products to 200 mg per
100 g. One comment stated that the 140
mg per 100 g level is more appropriate
for medically supervised therapeutic
diets to manage serious health
conditions than for the general
population or for many individuals on
restricted diets. The comment further
stated that the 140 mg per 100 g level
would inhibit, if not effectively
preclude, the marketing of meal-type
products to persons interested in
restricting sodium intake. Another
comment stated that they knew of no
products that would qualify for “low
sodium"’ at the 140 mg per 100 g level,
while other comments maintained that
}Jroducts below the 140 mg per 100 g

evel would have an unacceptable flavor
profile. Still another comment stated
that for a 10 ounce product, the 200 mg
per 100 g level would represent one-
fourth of the sodium DRV. The
comment further stated that this
definition for “low sodium” is
reasonsble because it provides sufficient
room for consumption of other sodium-
containing foods during the day while
remaining within the DRV, Additional
comments stated that current USDA
guidelines for low sodium meals require
that sodium content be no more than
560 mg for a four component dinner
{minimum weight 10 ounces), which is
a level to which consumers have grown
accustomed.

The agency is not persuaded that the
140 mg of sodium per 100 g level for
meal-type products should be raised, or
that the level is too restrictive for
products marketed to the general
population. This level is consistent with
the level for individual foods. Further,
FDA believes that meal products labsled
“low” should be low enough in a
nutrient to allow a consumer to eat
several such products and still have a
significant reduction in total daily
intake in the particular nutrient when
compared to the DRV for that particular
nutrient. The agency notes that with the
140 mg/100 g level, a meal product that
weighs as much as 400 g could have no
more than 560 mg of sodium. However,
with the higher suggested level of 200
mg/100 g, a meal product at this weight
could have as much as 800 mg of
sodium, which is one-third of the
sodium DRV (i.e., 2,400 mg). This level
would be too high for a low sodium
claim on a meal product, given the
assumption of a daily fmgl consumption
pattern that includes three meals and a

snack (with about 25 percent of daily
intake contributed by each). .

The agency acknowledges that many
products now on the market would not
qualify for “low sodium" with the
criterion of 140 mg per 100 g but does
not belteve that currently marketed
foods should be the driving force for a
“low"” definition. ly, FDA has
retained the 140 mg per 100 g level in
new §101.61(b)(5)(i).

d. Other sodium claims

259, One comment recommended that
in addition to “low sodium,” “moderate
sodium” be defined as a nutrient
content claim on meal-type products for
levels of sodium higher “low,”
This term was recommended to allow
consumers interested in modifying
sodium intake a wider choice of
products, ,

The agency believes that the existing
nutrient content claims *“low sodium”
and “very low sodium’ are adequate to
provide information about sadium
content to consumers wishing to limit
their sodium intake. The comments did
not provide any support for an
additional term, The agency believes,
for reasons discussed above, that the
number of nuirient content claims -
should be limited. The additional term
suggested in the comment is likel{ to
confuse the consumer and possibly
reduce the effectiveness of the other
nutrient content claims for sodium,
Furthermare, consumaers interested in
modifying their sodium intake will be
able to refer to the nutrition label to
determine if the product meets their
personal dietary needs. Accordingly, the
agency is not defining “moderate
sodium’” for meal-type products.

e. “Low fat”

260. Two industry comments
supported defining “low fat” for meal-
type products as no more than 3.5 g per
100 g instead of no more than 3 &per
100 g as FDA proposed. One of these
comments stated that most meal-type
products contain meat or poultry, and in
order to use these ingredients, even lean
cuts, the fat content will often be greater
than 3 g per 100 g because of the meat
requirements. The 3.5 g level, it was
argued, would provide consumers with
a greater number and varisty of products
available to them.

As it stated in the general prinmégles
proposal (56 FR 60421 at 60455), the
agency believes that the fat level for
meal products and main dish products
should be consistent with the level for
individual foods. Such consistency wi"
minimize consumer confusion an
assist consumers and health
professionals in recalling and using
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these definitions. The agency
acknowledges that a number of meal-
type products may not be able to make
*'low fat” claims. However, the term
*“lean” will be available to these
products, FDA has retained the
proposed level of 3 g or less per 100 g
for a “low fat” claim in new

§ 101.62(b)(3)(i).
[. “Low saturated fat”

261. A few comments supported the
proposed “low saturated fat” definition
of no more than 1 g of saturated fat per
100 g for a meal-type product. Two
comments, however, recommended that
“low saturated fat" for all food products
be defined as no more than 1 g of
saturated fat per serving or no more than
7 percent calories from saturated fat.

As discussed in comment 256 of this
document, the agency believes that
nutrient amounts per 100 g should be
the basis for regulating “low” claims on
meal-type products. However, as
discussed in comment 256 of this
document, the agency is establishing an
additional criterion in new
§101.62(c)(3)(i) that a meal-type
product derive less than 10 percent of
its calories from saturated fat in order to
bear a “'low saturated fat” claim."

g. “Low cholesterol”

262. Two comments recommended
that FDA define ‘““low cholesterol” for
all meal-type products as no more than
20 mg of cholesterol per serving or no
more than 15 mg cholesterol per 100
nonfat calories.

The agency is not persuaded to adopt
this alternative criterion because, as
previously stated, it believes that it is
inappropriate and would confuse
consumers to have a primary criterion
for a “low” claim that links the amount
of total fat in a food to the food's ability
to make a “low” claim for another
nutrient. However, the agency is
including in the “low cholesterol”
definition of meal-type products in new
§101.62(d)(3) a criterion that requires
that a meal product contain no more
than 2 g of saturated fat per 100 g. The
agency has established this additional
criterion under the authority in the 1990
amendments to establish a saturated fat
limit with cholesterol claims. Section
403(r){2)(A){vi) of the act states that a
nutrient content claim “may not be
made if the Secretary by regulation
prohibits the claim because the claim is
misleading in light of the ievel of
another nutrient in the food.” As
discussed above in response to
comment 116 of this document, the
agency believes that a saturated fat level
that exceeds 2 g would make a
cholesterol claim misleading because

consumer expactations would not be
met if such a food is not consistent with
the recommendations of the health and
dietary guidelines to lower blood
cholesterol levels by limiting cholesterol
and saturated fat intake. Thus, with
respect to “low cholesterol” claims on
meal-type products, the agency
concludes that consumer expectations
regarding blood cholesterol levels are
met as long as the food contains 20 m
or less of cholesterol and 2 g nr less o
saturated fat per 100 g.

4. Definition of *“percent fat free” for
meal-type products

263. A few comments supported the
proposed requirement that a meal-type
product meet the “low fat” definition to
make a “percent fat free” claim, whereas
another comment stated that “percent
fat free” claims can be particularly
deceptive on meal-type products
because many of these products, such as
frozen dinners, have a high moisture
content. The latter comment further
stated that because moisture contributes
significantly to a product’s weight,
foods with a high moisture content can
make higher (more impressive) “percent
fat free” claims than foods with lower
moisture levels. The comment pointed
out that a label on an 18 ounce frozen
dinner containing 15 g of fat could make
a “'97 percent fat free” claim.

The agency is not persuaded by the
latter comment that a “percent fat free”
claim on an 18-ounce dinner that meets
the “low fat” definition would be
deceptive. Regardless of the total weight
of the dinner, it still contains 3 g or less
fat per 100 g, is a “low fat” meal-type
product, and would assist consumers in
limiting their fat intake. Thus, the
agency finds that a percent fat free claim
on meal-type products that meet the
“low fat” definition, regardless of the
serving size of the product, is not
deceptive and can be useful in assisting
consumers in meeting their dietary
goals.

5. Definition of “high" and "“good
source”’

In the general principles preposal (56
FR 60421 at 60457), FDA proposed that
for meal-type products, the nutrient
levels for “high” and “good source” be
the same percentages of the DRV or RDI
as for individual foods, but that the
basis for these nutrient levels be per 100
8. not per serving. The agency proposed
in § 101.54(b)(2) that “high” be defined
as 20 percent or more of the DRV or RDI
per 100 g of product, and in
§101.54(c)(2) that “good source’’ be
defined as 10 to 19 percent of the RDI
or DRV per 100 g of product.

While one comment supported the
use of a per 100 g basis for the
definitions of "high” and “‘good
source,” a few comments opposed this
basis. For the reasons cited below, the
latter comments have persuaded the
agency to reconsider the basis for
“high" and *good source” claims for
meal products and for main dish
products.

264. One comment recommended that
FDA base its definition of “high” and
“good source"” for all foods including
meal-type products on a criterion that
considers the nutrient/caloric
contribiition of a food. This comment
proposed that “good source” be defined
as at least 10 percent of the DRV or RDI
per serving and at least 10 percent of the
DRYV per 200 calories. Similarly, “high”
would be defined as at least 20 percent
of the DRV or RDI per serving and at
least 20 percent of the DRV or RDI per
200 calories.

The agency rejects this alternative
because it could result in plain
vegetable products being able to make a
claim for “‘high in vitamin C,” but a
similar product with these vegetables in
a sauce not being able to make this
claim. The additional calories
contributed by the sauce would cause
the product not to meet the minimum
DRV level per 200 calories. Such an
approach to defining these claims
would create inconsistencies in the use
of the claims and could cause consumer
confusion.

265. Several comments stated that the
per 100 g basis would result in
inappropriately high nutrient levels for
meal-type products eligible to make
“high” or ““good sgurce” claims. For
example, it was stated that to make a
“high in fiber” or “high in vitamin C”
claim, a 10-ounce frozen dinner would
be required to contain over one-half of
the DRV or RDI. The comments stated
that products that contain a smaller
percent of the DRV or RDI still may be
considered excellent nutrient sources,
Alternatively, one comment
recommended that the basis for the
definitions of “high” and “good source”
for meal-type products be per labeled
serving rather than per 100 g of food.

FDA'is persuadecf for the reasons
given in the comments, that the per 100
g basis would result in inappropriately
high nutrient levels for meal-type
products. The per 100 g basis would
require that a 10-ounce meal-type
product have at least 30 percent of the
DRV to be labeled a “good source” of a
nutrient, or at least 60 percent of the
DRYV or RD! to be labeled “high” in a
nutrient. The agency acknowledges that
some meal-type products on the market
meet these definitions, but it is
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concerned that the preposed levels may

encourage. inmqegffﬁtﬁﬁmﬁon of
these products, with little benefit to the
consumer,

Furthermore, the agency is not
persuaded to adopt the ested
alter]r:ative to t4:};5118 “8 source’l' amll
“high” usin same percentage levels
as individu,asl foods per labeled serving

“because it would be misleading to state
on a label that a three component meal
is “high” in a nutrient, when each of the
three components may only have 6
percent of the DRVor RDL .

Having considerad the alternatives for
defining “high” and “good source”
claims for meal-type products and
finding inadequacies in each; FDA now
concludes that such claims should not
be defined for menl-type products. FDA
is, therefore, nat providing definitions
for “high”" and. “geod source” claims for
meal products and main dish products.
The agency coneludes that it would not
be misleading, however, to stateon a
label that a specific individual food in
a meal-type product is a *‘good source”
of a nutrient or is “high” in a nutrient
if that food meets the individual food
criteria for these claims.

Accordingly, FDA is revising new
§ 101.54()2) and (¢}2) 1o allow “high”
and “good source” claims for a food

contained:in the mea} product or main

dish produet provided that the food
meets the individual.food criteria for
these claims and provided that this food
is identified with the use of the nutrient
content cleim (e.g., “The serving of
broceoli in this product is high in
vitamin C;” “The serving of sweet
potatoes in this product is a good source
of dietary fiber").

6. Relative claims for meal-type
products A

FDA also proposed definitions for
ulessu md “femt." umora'u umdumd'n
and “light” for individual foods in the
general principles proposal (56 FR
60421 at 60456). With the exception of
the terms “reduced” and *light,” FDA
proposed that the provisions for
individual foods apply to meal-type-
products.

Some of the comments, as discussed
below, have persuaded the agency to

change the basis for “less,” “fewer,” and .

“more” claims and to provide for
“reduced” and “light" claims on meal
products and main dish products.

a. “Less,” “fewer,” and “more”

FDA proposed requirements for “less"
and “fewer” claims-on meal-type
products that were consistent with the
reauiremamn for these claims on
individual foeds. The
provisions included a requirement that
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the product have.a minimum percentage

-and absolute reduction of & nutrient J)xar
e

labeled serving size compared with
reference food that it resembles and for
which it substitutes, For “more” claims,
the proposed requirements included a
provision that the product contain at
least 10 percent.more.of the DRV or RDI
for a nutrient per labeled serving than
the referance food that it resembles and
for which it substitutes.

However, information provided in
comments has persuaded the agency to
revise the proposed requirements for the
percent nutrient reduction and absolute
nutrient reduction for the use of the
comparative claims “less” and “fewer"”

on meal-type products. The en(%has_
also revised new 5101.13(3(1% wi

regard to reference foods, as previously
discussed in this document. This
revision applies to meal products.and
main dish products as well as to
individual foods,

266. One comment suggested that the
criteria for comparative claims on meal-
type products should be based on a
percentage difference in a nutrient per
100 g of food c© d with per 100 g
of the reference food. This-comment
pointed out that meal-type products
include a wide variety of types of foods
and a renge of serving sizes. It further
stated that claims that compare
dissimilar products, such as a two
component product to a three
component praduct or spaghstti and
tomato sauceto macaroni and cheese,
would only lead to consumer confusion
and misinterpretation of the claim.

The agency agrees that both the meal
and main dish categories include
products that vary substantially in the
number of foods, type of foods, and size
of the labeled serving, and: that claims
that compare dissimilar products on a
per labeled serving basis havs the
potential to confuse consumers. For
example, the only difference between
two products that may beara .
comparative claim under the proposed
criteria may be the amount of the food
components, The agency has also
considered that comparative claims
based on FDA's proposed labeled -
serving size may encourage
manufacturer manipulation of serving
size to make these comparative claims,
given the fact that the labeled serving
size for many of these products is the
single serve container rather that the
reference amount.

Thus, the agency finds merit in the
comment’s.suggestion to base a
comparative claim for meal-type
products on a per 100-g criterion rather
than per labeled serving size. A per 100
g basis reflects the composition of the
product based on an ebsolute amount

and not a serving size that can vary fram
one product to anpther Moraover, a'per
100-g criterion is likely to not encpurage
manipulation of serving size bacause.the .
serving size will have 1o bearing on
whether the food qualifies to bear the
claim, Thus, a claim will result in more
meaningful comparisons of dissimilar
products, ) i

Accordingly, the agency is
establishing a per 100 g basis for the use
of these comparative terms on meal/
main dish products in new
§§ 101.54(e)(2}(3}, 101.60(b)(5) and -

(c)(5), 101.61(b)(7), 101.62(b)5), (c)(5),

and (d)(5). Like other relative claims, a
statement that identifies the reference
food and the percentage change in the
nutrient must be declared in immediate
proximity to the most prominent claim
(e.g.. Contains 33 percent less fat per
ounce than-Brafid Y meal praduct.).
Moreavar, quantitative information
comparing the level of the nutrient that
is the subject of the claim in the labeled
food to the level of that nutrient in the
reference food must be declared either »
adjacent to the most prominent claim or
on the information panel (e.g., Fat
content has been reduced from 2.5 g pes
ounce to 1.7 g perouncs.). In addition,
consistent with the-use.of relative
claims on individual foads, meal or
main dish products may nét bear
comparative claims if the level of the
nutrient that is the subject of the claim
in the referenca foods meets tha
definition for a “low” claim for such
nutrient.

267. One comment contended that the
agency's published correction (57 FR
8189, March 6, 1992) of the minimum
absolute reduction eriterion in the
definition of “fewer calories” from
“more than 40 ealories” to “‘more than
105 caloriés” must be withdrawn from
this rulemaking because it changes the
substance of the proposal, and the
agency is not permitted to make a
substantive proposal in a notice of
correction.

The agency disagrees with the
comment. In proposing the sbsolute
minimum reduction criterion for
making comparative claims, the agency
concluded thet the amount of nutrient
in the food bearing the claim should
reflect-a nutritionally significant
reduction in the amount of that nutrient
when compared to the reference food.
The agency recognized, however, that
no guidelines or definitions were
available to determine the amount of
reduction in a nutrient that would be
nutritionally significant. Thus, the
agency tentatively concluded that such
a criterion should be based on the
amount specified in the definition of
“low" for the nutrient in question, The
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agency applied this rationale to
individual foods as well as to meal type
products. The amount specified in the
praposed definition of “low calorie” for
meal-type products was 105 calories per
serving. Thus, it was clear that the
intent of the agency was to propose an
absolute minimum reduction criterion
for comparative claims for decreased
levels of calories for meal-type products
as “more than 105 calories.” Therefore,
the notice of correctien did not make a
substantive change in the proposal but
only an editorial change.

b. “Reduced”

FDA proposed not to provide for the
use of “reduced” claims on mesl|-type
products because it was of the opinion
that there was an insufficient basis on
which to establish a reference criterion.
In the general principles proposal (56 .
FR 60421 at 60456); the agency stated
that meal-type products may have the
same basic ingredient, e.g., fish, but may
differ in their preparation and in added
ingredients. Consequently, the agency
expressed concern that such a provision
could result in inappropriate
~ comparisons of dissimilar products.

268. One comment agreed that FDA
should not allow “reduced” as a
nutrient content claim for meal-type
products, whereas a few comments
recommended that the term be
permitted. One of the latter comments
recommended that a single set of criteria
for all comparative terms be applied to
meal-type products. Thus, the same
definitions would be used for
“reduced,” *less,” “fewer,” and “light.”
Another comment was specifically
concerned that there was no definition
for “reduced fat” and *‘reduced
cholesterol”” meal-type products. An
additional commaent stated that
manufacturers should be permitted to
make a “reduced” claim for a meal-type
product if the recipe has besn change
to effect a meaningful reduction in a
nutrient from the previous recipe, and
that to disallow “reduced” on these
products would be a serious
disincentive for manufacturers to
improve their products’ putritional
profiles and a disservice to consumers,

In response to these comments, the
agency has reconsidered its proposal to
disallow “reduced"” claims on meal-type
products. In another section of this
document, the agency has concluded
that comparisons using the term
“reduced” are only appropriate for use
in comparing similar foods, i.e., &
reformulated version of a
manufacturer’s product to the original
product (e.g., a lasagna meal-type
product that uses low fat ricotta cheese
and lean meat may bear the claim

“reduced” when the original product

- uses regular ricotta cheese and meat,

whereas a lasagna with low fat ricotta
cheese that substitutes spinach for the
meat portion could not bear a “reduced”
claim but may bear a “less” claim with
respect to the eriginal product). This
revised position of the agency is
consistent with the comment that
recommended that “reduced” be
allowed on meal-type products that
have been reformulated and addresses
the agency's earlier concerns, as stated
in the general principles proposal (56
FR 60421 at 60456), that ““reduced” not,
be used to compare dissimilar products.
Accordingly, the agency is establishing
similar provisions for use of the term
“reduced” on meal-type products in
new §§ 101.60(b)(5) and (c)t5);
101.61(b)(7), 101.62(b)(5), (c)(5), and
{d)(5). In addition, the agency advises
that if the manufacturer should
discontinue-the original product used as
the basis for the *‘reduced"” claim, the
use of the."“reduced” claim is limited to
a maximum of 6 months after the
original product has been removed from
the market. As with other comparative
claims such as *'less,” these provisions
will require that the comparisons be
based on per 100 g of the product, so
that “reduced” claims will not be
subject to manipulation by reducing the
label serving size (e.g., reduced fat—33
percent less fat than our former recipe.
Fat content has been lowered from 1.7
to 1.1 g per ounce).

¢. "'Light”

FDA did not propose a definition for
“light” for meal-type products in its
general principles proposal because,
similar to “reduced” claims, the agency
could not identify appropriate reference
foods to permit this use of the claim (56
FR 60421 at 60456). However, the
agency tentatively concluded that the
term “‘light”” could be useful to
consumers in selecting products that
contain fewer calories than would be
expected in a normal meal and asked for
comments on the need for, and
definition of, this term on meal-type
products. The agency stated that it was
considering allowing the term “light” to
be used if a meal-type product met the
criteria for a “low calorie” claim,
provided that the product did not
contain more than one-fourth of the
DRYV for fat, saturated fat, sodium, or
cholesterol. The agency noted that the
proposed “low calorie” level for a 10-
ounce meal product (i.e., 105 calories
per 100 g or 300 caloriss per 10 ounces)
was nearly one fourth of the calorie
intake in a calorie-restricted diet of
1,200 calories a day. FDA further stated
that the requirement that these four

nutrients not exceed one-fourth of the
DRV would ensure that “light” meal-
type products would not contribute
amounts of these nutrients that would
cause total daily intake to exceed
recommended values.

269. One comment agreed with FDA’s
suggested definition of *light" for meal-
type products (i.e., a “low calorie”
meal-type product that contained no
more than 25 percent of the DRV for fat,
saturated fat, cholesterol, and-sodium).
Several comments, however, offered
alternative definitions for the use of the
term on meal-typs products. A few
comments suggested that comparative
criteria be used to define *“'light” for
meal-type products. One comment
recommended that the definition for
“light” for meal-type praducts be
consistent with the definition of “light”
for other foods. In addition, this
comment stated that meal-type products
should meet the per 100-g criterion.
Other comments recommended that a
*“light” claim be permitted on meal-type
products if a food product meets the
definition for a “low nutrient” product,
or if the product achieved a reduction
of at Jeast 25 percent of calories. One of
these comments stated that there may be
some instances when there will be an
appropriate reference food to which a
comparison could be made,

The agency’s general approach in
defining nutrient content claims is to try
to define terms as consistently as
possible for all types of food. Thus, if
the agency were to adopt comparative
criteria for “light” claims for meal-type
products, it would be consistent with
the criteria that it has established for use
of this term on individual foods.
However, the agency believes that in the_
case of meal-type products, there is only
a limited group of appropriate reference
foods for use with comparative claims.
Meal-type products vary greatly in the
number and type of ingredients as well
as in labeled serving size, and as one
comment stated, meal-type products,
other than reformulated meal-type
products do not truly “'substitute” for a
definable reference food as do
individual foods. The agency is
providing for the use of “reduced” on
those meal-type products that are
reformulated, and it considered whether

., the term “light”" might also be
appropriately used on these products.

Limiting the use of “light" on meal-type
products to only reformulated products
would, however, greatly limit the
number of such products that could bear
this term. The agency has concluded
that because of its widespread appeal
and its potential usefulness in denoting
foods that can assist consumers in
maintaining healthy dietary practices,
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the use of this term should not be so
limited. Accordingly, the agency has
rejected the suggestions to use criteria
that compare a product with a reference
food in defining “light" for meal-type
products.

270. A few comments recommended
that the term “light ’ not be permitted
on meal-type products. Two of these
comments stated that products meeting
the criteria for a low calorie meal would
already meet consumer expectations,
and therefore a “light” claim is
unnecessary. Comments further noted
that eliminating unnecessary terms and
different criteria for the same term
would help reducs consumer confusion,

The agency does ndt agree with the
comments that contended that the use of
the term “light” is without value on
meal-type products. As e:falained above
in the section on “light” claims for
individuals foods, the terms “light” and
“light in sodium” in comment 185 are
terms that have special usefulness as
marketing tools for manufacturers to
&uickly and easily convey to consumers

at the product to which the term is
attached has been significantly reduced
in fat, calories, or sadium. Furthermore,
available data and comments show that
products labeled as *'light” are
particularly useful in achieving a diet
that is consistent with dietary
guidelines.

Thus, the agency has concluded that
provisions for the use of the terms
“light” and “light in sodium” on meal
products and main dish products that
require (as discussed below in comment
272 of this document) that meal-type
products bearing such claims meet the
definition of ““low calorie,” “low fat,” or
“Jow sodium" will assist consumers in
implementing dietary recommendations
with respect to limiting caloric, fat, and
sodium intake. Further, as reflected in-
the legislative history (136
Congressional Record 16609 (October
24, 1990)), Congress’ intent was to
permit the use of the comparative claim
“light” for entrees, meals, dinners (i.e.,
meal-type products). Accordingly, the
agency rejects the suggestion to not
allow this term on meal-type products.

271. One comment contended that
FDA's calorie criterion for “light” (i.e.,
no more than 105 calories per 100 g)
was too restrictive. This comment
recommended that “light” be allowed
on products that contain no more than
450 to 550 calories {or about one-fifth to
one-fourth of a 2,350 calorie diet).

FDA has made a number of changes
that have had the effect of making this
criterion not as restrictive as this
comment contended. The agency has
modified the criterion, as discussed
above, to 120 calories per 100 g and is

* basing its diatat‘"y calculations on a 2,000
caloris dist, as discussed in the
document on RDI's and DRV's,
published elsewhers in this issue of the
Federal Register. Thus, a “light” claim
will be allowed on a 300 g
{(approximately 10 0z) meal if it contains
no more that 360 calories.

272. Some of the comments alsa
addressed what nutrients in addition to
calories should be litited for a meal-
type product to qualify for a “light”
claim. One comment suggested that the
term “light” as applied to medl-type
products should focus on healthfulness
rather than low calorie, while another
comment stated that the conceptual
basis of “light” should be different from
“healthy.” The latter comment stated
that “light'* claims should be allowed
on mea -tylpe products that are “low
calorie,” “low fat,” or both, with the
relevant expressed claim {e.g., “low in
calories) appearing in close proximity to
the “light” claim. This comment stated
that the term has been widely used to
enable consumers to select products that
contain less fat or fewer calories than
would be expected in a normal meal.
Howaever, this comment specifically
objected to the proposal’s suggestion of
not allowing more than 25 percent of
the DRV for fat, saturated fat,
cholesterol, and sodium for a “light”
claim to be made, Other comments
agreed that there should be no
restrictions on these four nutrients,
whereas another comment stated that
the restrictions should correspond to _
one-eighth of the DRV, rather than one-
fourth, because the maximum permitted
level of about 300 calories for a 10
ounce product would correspond to
one-eighth of the reference caloric
intake of 2,350 calories,

FDA has reconsidered what nutrients
should be limited in a meal-type
product for it to be permitted to bear a
“light” claim. FDA is persuaded by the
comment that an unqualified *‘light”
claim on meal/main dish products may
appropriately refer to fat, calories, or
both. However, as discussed in
comment 269, the agency has
determined that for meal-type products,
“light” should not be limited to
reductions in the level of nutrients in
existing foods, Rather, the agency is
persuaded by the comments that the
term should denote those meal-type
products in which the level of the
nutrients are particularly useful in
constructing a diet that is consistent
with dietary guidelines, that is, the term
should be permitted on foods that are
“low in calories,” “low in fat,” or both.
The agency notes that a provision for
“light” to refer either to calories or to fat
is consistent with the definition of

“light”” for individual foods that have

less than 50 percent of calories from fat.
1t is also consistent with consumer
understanding of this term, FDA is also
persuaded, however, that a statement
that explains whether “light” is used to
mean “low in fat,” “low in calories,” or
both should appear on the principal
display panel to clarify the naturs of the
claim for consumers who may be
interested in limitin oﬁl¥ aries, only
fat, or both (§ 101.56?d)(2 (i)).
Furthermore, to ensure that this
explanatory statement is sufficiently
prominent relative to the “light” claim,
FDA concludes that it should be in no
less than one-half the type size of the
light” claim (new § 101.56(d)(2)(ii)}.
This requirement is also consistent with
the final rule on “light” claims on
individual foods that requires that
qualifying statements of sufficlent type
size must accompany the claim,
Accordingly, XRJA is defining “light”
for meal products and main dish
products in new § 101.56(d). To meet
this definition, a meal product or main
dish product must meet the definition of
“low” for calories, fat, or both (new
§ 101.56(d)(1)). Further, the agency
believes that for consistency with
individual foods, it should provide for
use of the additional glaim “light in
sodium” on meal-type products. As
with individual foods, the agency has
determined that the words “light in
sodium" or “lite in sodium” is a single
descriptive term, presented in the
manner described above, that should all
be {)resentad in the same type sizs,
style, color, and prominence. er,
the agency believes that such a “light in
sodium" claim for meal-type products
should be based on the same criteria as
the “light” claim for other nutrients for
meal-type products, i.e., it should be
based on the “low” definition for the
specified nutrient. Accordingly, the
agency is defining “light in sodium" for
meal-type products in new § 10.56(d)(2).
To qualify to make this claim, a meal
product or a main dish product must
meet the definition of “low” for sodium
{new § 101.61{b){5)(i)). However,
because the nutrient that is the subject
of the claim is identified as part of the
claim i.e., the defined term is “light in

- sodium,” the agency believes that the

additional defining label statement (i.e.,
“low in sodium”) that is required with
other *light” claims on meal-type
products would be ‘edundant.
Therefore, the agency is not requiring
this additional information to be stated
adjacent to the claim.

FDA has also reconsidered whether
the definition of “light” should require
that fat, saturated fat, cholesterol, and
sodium not sxceed specified levels i




_Federal Register / Vol. 58, No. 3 / Wednesday, January 6, 1993 / Rules aadﬂkeguhﬁuns 2385

product. The agency has no evidence
that would suggest that consumers who
use “light“roducts expect these
products to have restricted Jevels for all
of these nutrients, especially if the
“light” claim is clarified by a statement
that identifies the nutiients that are the
subject of the claim. Further, if the
lavels of any of these nutrients were
sufficiently high in a product, the
product will have to bear a disclosure
statement referring the consumer to the
nutrition information panel that
discloses the amount of the nutrient
(new § 101.13(h){2) and (h)(3)).
Accordingly, the a is not including
in the definition of "light” restrictions
on the smount of saturated fat,
cholesterol, or sodium.

7. Definition of “lean” and *“extra lean”
for meal-type products

As discussed elsewhers in this
document, although FDA did not
propase to define “lean” or “extra lean”
in the general principles proposal, the
comments have persuaded the agency to
adogi the provisions that the FSIS is
establishing for “lesn” and "extra Jean”
for meat and poultry praducts,
including meal-type products, regulated
by USDA.FBDA is tding for the use
of the term “lean’ and "extra lean” o
describe FDA regulated products
comparable to those covered by the FSIS
regulation. The criteria that FDA is
adopting for “lean’’ as used to describe
meal and main dish products are
provided in new § 101.62(e}(2) and
“extra lean” as used to describs meal
and main dish products are provided in
new § 101.62(e}{4).

Accordingly, the provisions in new
§ 101.62(e)}(2) require that for the term
*lean’'o be used on the label or in
labeling of a meal product or main dish
product that product must contain less
than 10 g of fat, less than 4 g of saturated
fat, and less than 95 mg of cholesterol
per 100 g and per labeled serving. The
pravisions in new § 101.62(e){4) require
that for the term “extra lean" to be used
on the label or in labeling of a meal
product or a main dish product that
product must contain less than 5 g of
fat, less than 2 g of saturated fat, and
less than 95 mg of cholesterol per 100
g and per labseled serving.

The agency recognizes that the
definitions for “ldan” and “extra lean"
for main dish products allow for use of
the claim when levels of cholesterol
exceed FDA’s disclosure levels for this
nutrient in a main dish product {i.e., 90
mg). It considered whether to prohibit
the claim on products tha. vontained
greater than 90 mg of cholesterol,
However, the agency has concluded that
it woul-1 be mare beneficia. (o

consumers to allow the ckeim on meal-
type praducts whese chelesterel content
exceeds the disclosare level because the
claims identify foods relative to other
foods in this broad category of foods
that contain lower amounts of fat end
saturated fat. Consequently, these
changes will assist consumers in
selecting such foods. Purthermore,
when the level of cholestero! exceeds
FDA's disclosure level, the food will be
required to bear a disclosure statement
that refers the consumer to the mutrition
information panel for additional
information about cholesterol content.

8. Disclosure statement

In the general principles proposal (56
FR 60421 at 60457}, the sgency applied
the concept of diselosure levels for
individualﬂﬁoods to m;:g-type prodncts.
Howsever, the agency did not 0S8
specific disclosure levels farm-typa
products and solicited comment on
:ivhether the ;;&::liosun levels shqtgld bf:

ifferent for ~ ?mducts an for
individual foods, &:t}:gex so, what the
levels should be and why.

273. FDA received comments
recommending that it provide separate
disclosure criteria for meal-type
products. Several comments argued that
the single food disclosure levels were
too stringent to be applied to large
quantities of food as meal-type
products. Two cofmments suggested that
a specified amount of the designated
nutrient per 160 g of product was the
most appropriate basis for a criterion.

The agency considered whether to
retain the disclesure levels for
individual foods es the disclosure levels
for meal-type products but on a per 100
g basis rather than per serving (i.e, 13 g
of total fat, 4 g of saturated fat, 60 mg
cholesterol and 480 mg sodium). On this
basis, a meal weighing 10 ounces (280
g) would be subject to the disclosure
requirements if it contained
approximately 36 g of fat or 55 percent
of the DRV, A single meal product
weighing 12 ounces (336 g} would be
subject to the disclosure requirement if
it contained about 44 g of fat or about
67 percent of the DRV for total fat, If it
is assumed that a ““‘meal constitutes one-
fourth of a total day’s nutrient/calorie
intake, this criterion appears to be too
high in that such a meal could
contribute more than half of the total
amount of the nutrient (i.e., fat,
saturated fat, cholesterol, or sodium)
generally recommended as a total daily
intake, not be required to bear a
disclosure, yet stiil be able to bear a
health claim.

The comments received offered no
alternatives to the per 100 g basis for
disclosure levels for main dishes and

- is generally between meal pro

meal PDA, therefore, has
devehpe&muaev:& that extends the
rationale used for individual foods to
main dishes and meal products. This
approach allows a greater percentage of
the DRV for main dish products and
mea} products then for individual foods.

In arviving st specific percentage
levels ford pratvionts, FDA
considared that the emount of a nutrient
in the total daily diet that may increase
the risk of a disease may be between 100
percent and 200 percent of the DRV for
that rrutrient. The agency thea
considered that if three meals and a
snack were consumed during the day,
and each contained 46 of the
DRV for a particular disclosure nutrient,
and if that sometimes accompany
meals such as beverages, hreads, and
desserts were also consumed and
contributed an additional 40 percent of
the DRV fer thet nutrient, then the total
daily intake of the nutrient would not
exceed 200 percent of the DRV, the level
the agency used to establish disclosure
levels for individual foods (see the final
rule on health claims that appears
elsewhere in this issuk of the Federal
Register). Thus, the agency is adopting
40 percent of the DRV as the disclosure
level for meal products in this final rule.

The agency gu'ther considered that
the contribution of main dish products
cts and
individual foods {for which a disclosure
level of 20 percent of the DRV is
established in this final rule), Thus, the
agency chose 30 percent of the DRV, the
mid-point between meals and
individual foods, as the disclosure level
for main dish preducts.

Based on the comments received, the
agency has established separate
disclosure criteria for meal/main dish
products. Fer meal products, new
§ 101.13(h}(2) requires that a discfosure
statement be made on a product that
makes a nutrient content claim if the
food contains more than 26 g of fat, 8.0
g of saturated fat, 120 mg of cholestero],
or 960 mg of sodium per labeled
serving. These levels correspond to no
more than 40 percent of the DRV per
labeled serving. For main dish products,
new § 101.13(h}(3) requires that a
disclosure statement be made on a
product that makes a nutrient content
claim if the food contains mora than
19.5 g of fat, 6.0 g of saturated fat, 90
mg cholesterol, or 720 mg of sodium per
labeled serving. These levels correspond
to no more than 30 percent of the DRV
per labeled sarving.

9. Other

275, The agency received a comment
that recommended that the term
“controlled” be defined as an implied
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nutrient content claim for meal-type
products. This comment asserted that
this term would be very useful in
describing carefully established levels of
nutrients and has historically referred to
established levels in a line of products
designed to be used regularly within the
context of a total diet that met dietary
guidelines. The recommended criteria
for the term " .ontrolled” recommended
by the comment were: (1) Less than 300
calories, (2) less than 30 percent of
calories from fat, (3) no more than 65 mg
cholesterol, and (4} less than 600 mg of
sodium.

The term “‘controlled” has
traditionally been used in the
marketplace (especially on products
marketed for special dietary use) to refer
to designated size portions of foods and
not to levels of nutrients. Thus, the
agency has not defined the term
“controlled” as suggested in the
comment. However, the agency advises
that individuals who believe that there
is a need for additional terms for the use
of implied claims on meal-type products
may petition the agency under the
pravisions of § 101.69.

1V. Restaurant Foods

A. Nutrient Content Claims for
Restaurant Foods

FDA received many comments
regarding the proposed nutrient content
claims criteria as they would apply to
restaurant foods and to foods sold in
other establishments in which food that
is ready for human consumption is scld
(e.g., institutional food service,
delicatessens, catering). In this
discussion, such foods will be referred
to as “restaurant foods,” firms selling
such foods will be referred to as
“restaurants,” and responsible
individuals in these firms will be
referred to as “restaurateurs.” However,
the concepts and policies discussed are
intended to apply broadly to the foods
covered by section 403{q)(5)(A)(i) and
(Q)(5}{AXii) of the act. Issues with
respect to menus are discussed
separately below.

276. Several comments stated that
because the 1990 amendments are silent
with respect to requiring restaurant
foods to comply with the requirements
for nutrient content claims, FDA is not
legally required to regulate such claims
for restaurant foods in a manner
identical to that proposed for packaged
foods.

FDA disagrees with the comments
that the 1990 amendments do not apply
to nutrient content claims made for
rastaurant foods. As explained in the
general principles proposal (56 FR
60421 at 60428) the 1990 amendments,

fully support the agency's proposal in
§101.13(0)(5) (redesignated as new

§ 101.13(q)(5)} that a nutrient content
claim may not be used for food that is
served in restaurants or other
establishments in which food is served
for immediate human consumption, or
for food that is sold for sale or use in
such establishments, unless the claim is
used in a manner that is authorized by

a definition that FDA has adopted.
However, FDA agrees that under section
403{r}(2) of the act, it is not required to
regulate claims on restaurant foods in a
manner identical to that for packaged
foods. In fact, restaurants are exempt
from the referral and disclosure
requirements in section 402(r)(2)(B) of
the act and certain of the requirements
in section 402(r)(2)(A). FDA'’s
regulations incorporate these
exemptions. While the regulatory
criteria governing claims for restaurant-
type foods need not be identical to those
governing other foods, if claims on
foods are to be useful for consumers, the
criteria for those claims must be
consistent.

277. Several comments stated that
restaurant foods should be required to
comply with the proposed requirements
for nutrient content claims. Some
comments stated that many restaurant
foods are centrally manufactured and
conform to system-wide composition
and quality standards. Therefore, many
restaurants and restaurant chains,
especially the larger ones, already have
access to the nutrition information
necessary to verify claims about their
preducts. Finally, these comments
stated that portion control of foods is
practiced by many restaurants to control
their food costs, and that this control
will facilitate compliance by the
industry.

Some comments stated that the
proposed regulations governing nutrient
content claims would be impracticable
for the restaurant industry because
packaged foods and restaurant foods
differ markedly in the way they are
prepared and sold. For example,
variability in the nutrient level of
individual foods sold in restaurants
occurs as a result of: (1) Seasonal,
regional, and market variations in
ingredients; (2) differences in
preparation methods of similar foods;
and (3) consumer preferences in terms
of how food is prepared, The comments
pointed out that these variabilities
would require repeated costly analyses
to determine if each food meets the
criteria for the content claim. The
comment cited additional, complicating
factors such as: performance of 100-g
calculations for meal-type products;
inadequacy of current data bases on

nutrient levels in many foods for
validating nutrient content claims; and
variations in recipes for restaurant
foeds. One comment estimated the cost
of compliance in terms of redoing
printed materials in the commercial
sector of the food-service industry to b
more than $500 million. Additionally,
the comments assert that costs
associated with product development,
testing, preparation, marketing, and st. :
training will be required. For these
reasons, these comments requested ths
FDA exempt restaurant foods from the
requirements for nutrient claims it is
establishing in this final rule.

Several comments stated that the
proposed regulation for nutrient conten
claims for restaurants is not the least
restrictive alternative available to FDA,
in accordance with Executive Order
12291, because it would essentially
eliminate a foodservice operator's
ability to communicate meaningful
nutrition information to consumers and
create a disincentive for foodservice
operators to develop healthful foods.
These comments said that substantial
costs of compliance with the new
regulations would be passed on to
consumers, and the small business
segment of the industry would be
especially adversely affected. The
alternatives suggested by the comments
are: (1) Develop definitions for
foodservice oriented nutrient content
claims; (2) develop voluntary guidelines
for foodservice that specify how
foodservice operators should provide
nutrition information, or (3) establish a
standard set of criteria concerning a
recommended daily diet so that
foodservice operators could flexibly and
reliably design meals that may be
promoted as healthful.

Several comments specifically
addressed the use of the term “light” on
restaurant foods. One of these ccmments
said that “light” used on a restaurant
food or meal should have the same
meaning as when placed on a packaged
food. Another comment said that “light”
should mean only a reduction in
calories, and that it should be restricted
to use on meai-type products, on salt
substitutes, and for describing physical
or organoleptic attributes. One comment
said that “light” as used in a restaurant
can mean a wide vanety of things from
lighter texture, color, or consistency to
overall healthiness, and that the
proposed definition was too restrictive
A comment from a restaurant chain
recommended that the term “light”
should be used to refer to total meal
packages that have at least 25 percent
less fat, cholesterol, sodium, or calories
than the traditional menu selections.
This comment contended that a
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restaurant meal will take the place of at
least three servings, and that a 25
percent reduction would be significant
in terms of total diet.

Other comments were less specific in
addressing the issue of restaurant foods
or meals bearing relative claims. One of
these comments sgid that relative claims
should be permitted for total meal
packages at restaurants. Another of
these camumnents said that for relative
claims, a restaurant should compare a
product to the restaurant’s awn product.

Given that almost half of the
American foed dollar is spent on food
consumed away from home, and that
perhaps as much as 30 percent of the
American diet is compesed of foods
prepared in food service operations,
FDA believes that, from an overall
public health perspective, this

important segment of the diet cannot be -

ignored. Further, FDA believes that
dietary information provided to
consumers at point of purchase in
restaurants and other food service
operatians can be useful in helping
Americans in maintaining healthy
dietary practices. FDA wants to
encourage the provision of such dietary
information. However, FDA firmly
believes that consuiners expect, and
deserve, that the.claims made at poim
of purchase are truthful and not
misleading.

FDA advises that not all claims made
for restaurant foods are necessarily the
type of claims that are covered by the
1990 amendments. For the sake of
clarification, the agency offers the
following observations. Stateme:ts such
as "lightfy breaded,” “light crust,” or
“in a light ssuce” on a sign or placard
are not nutrient content claims covered
by the 1080 amendments. Moreover,
because of the importance of context,
rtatements sach as “Light Fare,"” *Lite
Bites,” or “Light Entrees"” will not be
considered nutrient content claims if
tha sign or placard on which the
statemnent appears offers an explanation
of the basis for the terms that makes
clear that they are not intended to
characterize the level of a nutrient. For
example, a term such as “‘Lite Fare,” on
a sign or placard followed by an asterisk
referring to a note that makes clear that
in this restaurant the term means dishes
with smaller portion sizss than normal
would not be considered a nutrient
content claim under section 403{r} of
ihe act, In most cases, a prominently
displayed disclaimer or information that
clearly explains the basis for the use of
the term, and that does not chararterize
the level of a nutrient in the
explanation, wiil be sufficient to remove
that use of the term from the coverage
of the 1990 amendments.

Similarly, s restaurant may be able to
use symbols next to the listing of an
item on a sign or placard where the
symbels are clearly explained in terms
that would not subject the claim
implied by the symbol to the 1996
amendments. For example, the use of &
star symbel next to the seme of an
entree, where the symbol is explained in
a footnote stating that the ftem is broiled
instead of fried, would not be subject to
the 1990 amendments.

Alsa, a restaurant may use symbals or
make reference on a sign or placard to
the eriteria of a health professional
arganization or accrediting group and
explain that the entree or meal is
consistent with the general distary
guidelines of that group and nat be
subject to the 1990 amendments. For
example, use of a heart symbol with
reference o a note that explains that
this entree is consistent with the general

dietary guidelines of the AHA will be
considerad di idance and not a
nutrient content or health claim subject

to section 403{r) of the act, provided the
explanatian does not characterize the
level of a nutrient.

Finally, a restaurant also may be able
to devise foods or complete mosls that
are formulated in complete accordance
with the Dietary Guidelines for
Americans {e.g., moderate calories, less
than 36 percent calories frem fat, less
than 10 percent calories from saturated
fat, emphasis on vegetables, fruits, and
grain products, m te use of sugars
and sodium). FDA encourages such
actions because a meal, especially a
restaurant meal, represents a significant
portion of the day’s consumption, as
compared to an individeal food
proeduct, A restauratenr may signal to
customers by the use of a term or
symbol on a sign ar placard that the
meal is formulated in accordance with
dietary guidelines, and FDA will
consider such indications to be distary
guidance and not nutrient content
claims under the 1990 amendments.

FDA is including & provision in new
§ 101.13(q)(5)(iii} that describes when
such indications will be considered to
constitute dietary guidance and not
nutrient content claims. The agency will
evaluate the validity of such guidance
on the basis of its being truthful and not
misleading under section 403{a)} of the
act. However, if the restasurateur goes on
to characterize the level of nutrients in
the food, it would subjsct the food and
the cleims for the foed to the nutrient
content claim regime. When a restaurant
uses & defined term such as “low
calorie,” uses the term “light” without
further explanation, or uses g term or
symbol that is explained in such a way
that states or implies levels of nutrients

in the food, it must comply with FDA’s
definitions of those terms.

How the restaurant demonstrates
compliance with those definitions is a
difficult matter. FDA recognizes that, as
detailed in the comments, there are
variations in the nutrient values for
restaurant foods. Some of these
variations are not unique to resteurants,
Manufactuvers of packaged foeds also
have to deal with differences in nutrient
levels as a result of seasonal, regional,
and supplier variations. FDA has been
able to develop workable criteria that
take into account these variations,
However, the agency acknowledges that
there are variations unique to restaurant
foods (e.g., methads of preparatian).
Moreaver, FDA regegnizes that there are
difficult questions; as demonstrated by
the comments, as to how exactly to
analyze restaurant foads in a reasousbls
and cost effective manner.

While there are difficulties associated
with resteurant foods, FDA concludes
that the difficulties are not so grest as
to preclude restaurants from making
claims or to prevent the agency from
being able to assure consumars that the
nutrient content claims that mr on
restaurant foods reasonably the
nutrient content of the food. Thes, FDA
is providing iz new § 101.13(q}¥5)ii)
that, except if a claim is made on a
menu, a restaurant food may bear a
nutrient content claim if the
restaurateur has a reasonable basis on
which to believe that the food that bears
the claim meets the definition for the
claim that FDA has established under
section 403{r{2)(A)i) of the act. Thus,
if a restaurateur labels a fish dish as
“low fat," on a sign or & placard he ar
she must have a reasonable basis for
believing that the dish complies with
FDA's definition for “low fat,” that is it
contains less than 3 g of fat per 100 2.
The reasonable basis can be provided in
a number of ways. The restaurateur can
show, for exdinple, that FDA's guideline
on nutrient levels in seafood (56 FR
60880, Appendix B, Novemher 27, 1591)
shows that the fish contains less than 3
g of fat per 100 g, and that the mathe?
of cooking-end ather foods used in the
dish would not add fat. In addition, the
restaurateur could show that he or she
relied an a reliable cookbook tha. geve
values for fat in the finished food that
were less than 3 g per 100 g. Cartainly
other methods are possible. Ifa
restaurateur uses recognized data bases
for raw and processed foods to compute
nutrient lavels in the foods or meals end
then does not use methods of
preparation that violate the eppropriate
use of data bases {e.g., uncontrolled
addition of ingredients or inappropriste
substitutions of ingredients), FDA will
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find that there-is.a reasonable basis for
believing that the fobd meets the critetia
for a defined nutrient content claim.

Upon request, the restaurateur will be
expected to present the basis on which
he or she believes that the pertinent
nutrient levels ate présent in the foods.
In addition, the firarmust be prepared
to demonstredte thut it adhered to the
information that provides the basis for
its belief, i.e., to the recipe, use of
certain types and amounts of
ingredients, or preparation methods in
preparing the food. The agency will
then determine whether the basis cited
by the restaurant reasonably supports its
use of a nutrient content claim such as
“low calorie’ or *low fat.”

This reasenable basis for belief
standard for restaurant nutrient content
claims will provide regulatoty officials,
especially State and local authorities,
with an effective standard for verifying
that such elaims are truthful and not
misleading and in accordance with FDA
regulations. FDA does not have
resources to adeguately enforce its
regulations in restaurants. State and
local authaorities have traditionally
carried out this responsibility. In
addition, section 4 of the 1890
amendments provides that State and
local authoritiés may enforce section
403(r) of the act in Federal court.

The agency notes, however, that while
restaurants, and particularly small
restaurants; have nominally been
subject to FDA's existing nutrition
labeling regulation (see § 101.10}, they
have, as a practical matter, not been
required to comply with these
regulations or-with-State or local
regulations that focused on the nutrient
content of the food. Thus, the efforts
that will be necessary on the part of
restaurants to show that they have a
reasonable basis to believe that their
food complies with the nutrient content
claims requirements will be significant.
These efforts will place particularly
great demands on the resources of the
small business segment of the industry,
that is, restaurant firms that have ten or
less individual restaurant
establishments (Ref. 34). FDA will refer
to this segment of the industry as “'small
restaurants.”

Small restaurants generally do not
have the established nutrition support
component that larger restaurant chains
have. Thus, it will be more difficult for
small restaurants to determine how to
adapt nutrient content information to
their individual food selection and
- preparation methods. In addition, it is
likely that they will not be as aware of
available information sources, like
nutrient content data bases, as large
chains. Moreover, because of resource

limitations, a small restaurant is not as
likely as a large restautant chain to be
familiar with Federal requirements.
Thus, small restaurants will hiave to
become familiar with not only FDA's
requirements, but with available FDA
information, like the nutrient content
information that FDA published in
conjunction with its regilation on the
voluntary labeling of raw fruits and
vegetables (56 FR 60880, November 27,
1991).

Because of the great initial demands
that small restaurants will find if they
wish to make claims, FDA has decided
that they should be given additional
time to come inté compliance with
these regulations. Without additional
time, for the reasons discussed above,
small restaurants will be placed at a
disadvantage with respect to their
ability to make claims. As a result, they
may decide not to even attempt to
provide useful nutrition information to
consumers about their foods. To provide
for equitable implementation of these
requirements for small restaurants, FDA
has decided to not make § 101.13(q)(5)
aeffective with respect to such
establishments until February 14, 1995.

While the statute will be in effect
during that period, FDA will not enforce
the statute’s nutrient content claim
requirements in small restaurants until
the regulations.are effective. Although
state action is not preempted under
section 403A(a)(5) of the act until
Federal regulations are effective, the
agency expects that States will refrain
from enforcing any nutrient content
claim requirements in small restaurants
until the Federal regulations are
effective for those restaurants.

FDA believes that this action is fully
consistent with the 1990 amendments
and with the act. The 1990 amendments
impose no date by which the agency's
regulations must be effective, only when
they must be promulgated (see sections
3 and 10 of the 1990 amendments).
Moreover, FDA believes that this action
will facilitate effective enforcement of
the act. FDA believes that the agency’s
and State's resources can best be used
during this initial period in educating
small restaurants about the
requirements of the law and by
developing a better understanding of the
unique practical circumstances of small
restaurants in complying with nutrient
content labeling requirements.
Moreover, during this period, there will
be an opportunity for interested persons
to develop new data bases that will help
facilitate the provision of nutrition
information on foods sold in restaurants
and particularly in small restaurants.

As an additional measure of
flexibility, which will especially benefit

small restaurants, it was decided not to
include clains on menus within the
coverage of these regulationis. FDA has
considerable discretion in regulating
nutrient content claims in restaurants.
As the comments have indicated, there
are unique problems and concerns
associated-with regulating such claims.
The 1990 ambhdnients do not
precisely how:such claims are to'be
regulated. These regulations will apply
to nutrient content claims made in
restaurants except on menus. The
ency’s efforts will focus on signs,
placards, and posters, which are
increasingly used.in fast food and other
restaurants to bring nutritiofi :
information and claims about food to
consumer’s particular atténtion. The
comments pointed out that menus are
subject to frequent, even daily, change.
This additional measure of flexibility for
menus will lielp assure that festaurants,
especially small restaurants, will not be
deterred by the 1980 amendments from
providing useful nutrition-related
information to their customers. State’s
remain free, however, to ensure under -
their own consurmer protection laws that
menus do not provide false or
misleading information.
Although it has.arrived at an.
approach that will provide for nutrient
content clairns on restaurant foods,
other than the exclusion of menus, FDA
does not censider the préblem of
assuring the useful and reliable
provision-of nutrient related
information in restaurants to be solved.
It is possible that there are other
definitional criteria that are more
appropriate for restaurant foeds than
those that FDA has developed based
largely on patkaged foods. Also, it may
be that consumaers have completely
different expectations for, and
understanding of, terms used for
restaurant foods as compared to the
same terms used on packaged foods. If
this is the case, a different glossary of
terms for use in restaurants may be
appropriate. However, at this time, the
agency simply does not have the data or
knowledge on which to base such
determinations. FDA is working, and
will continuse to work, with the
restaurant industry to determine how
terms are used on restaurant foods and
whether such terms are appropriate. For
example, with FDA'’s cooperation, the
National Restaurant Association is
planning to undertake a survey of
industry use of nutrition information
and of consumer knowledge, practices,
expectations, and understanding of
various terms and symbols in
restaurants. FDA is open to petitions for
different criteria for nutrient content
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claims for restaurant foods, and if data
warrant, the agency will consider
establishing regulations specifically for
restaurant foods.

FDA also recognizes that there are a
number of significant issues concerning
the adequacy of existing data bases for
use to compuie nutrient levels in
restaurant meals. However, the agency
is working, and will continue to work,
with the restaurant industry to assess
the adequacy of these data bases and to
encourage the development of
additional or newer data where those
data bases are found to be lacking.

In developing more specific policies,
FDA will also consider whether
restaurant foods should be afforded
greater latitude in the compliance
criteria than the criteria that are
currently applied to nutrient variations
in processed foods. FDA regulations
state that for naturally occurring
vitamins, minerals, and protein, the
nutrient content must be at least 80
percent of the value declared, and that
for calories, carbohydrate, fat, and
sodium, the level must not exceed the
declared value by more than 20 percent.
The agency recognizes that all data
bases have inherent variabilities, and
that a computed nutrient level for a food
with several ingredients may have an
accumulated variability that exceeds the
agency’s criteria for packaged foods.
FDA is concerned about the accuracy of
nutrient level estimations, but pending
the development of better data, the
agency will accept, as a reasonable
basis, claims based on nutrient Jevels
drawn from recognized nutrient data
bases, without regard to the computed
variability or to differences between the
computed nutrient levels and levels
determined by laboratory analyses. The
agency is open to comments and
suggestions on how nutrient variability
issues should be addressed for
restaurant foods and will continue to
work with the industry on this issue.

278. One comment stated that the use
of the terms ‘healthy” or “healthful” on
meal-type products is necessary for
restaurants to assist the consumer in
identifying the choices that fit an eating
pattern consistent with reducing the risk
of certain chronic diseases. This
comment further stated that
disqualifying levels for fa, saturated fat,
sodium, and cholesterol should be set in
order to prevent inappropriate foods
from bearing this claim.

The agency is publishing a proposed
ritle concerning use of the term
“healthy" as an implied nutrient
content claim elsewhere in this issue of
the Federal Register. Any comments and
information with respect to whether the
agency'’s tentative definition of

“healthy” is appropriate for restaurant
meals and main dishes will be
considered in that rulemaking.

B. Nutrition Labeling of Restaurant
Foods

279. Several comments agreed that
FDA has authority to require nutrition
labeling when nutrient content claims
are made on restaurant foods and stated
that nutrition labeling should be
required on restaurant foods bearing
claims. These comments generally
contended that restaurants should be
required to follow the same nutrition
labeling requirements as food
manufacturers when nutrient content
claims are made.

Many comments expressed the
opinion that FDA does not have
authority to require nutrition labéling
when nutrient content claims are made
on restaurant foods and stated that
nutrition labeling should not be
required on restaurant foeds bearing
nutrient content claims. These
comments generally contended that
since the act exempts restaurant foods
from nutrition labeling, FDA should
allow for the nutrition labeling of
restaurant foods on a voluntary basis,

FDA finds nothing in the comments to
persuade the agency to adopt a position
different from that stated in the general
principles proposal (56 FR 60421 at
60427). The agency conlinues to believe
that it has the authority to issue
regulations requiring restaurants that
make nutrient content claims to adhere
to the requirements for such claims,
including nutrition labeling.

280. A few comments stated that if
nutrition labeling were required for
restaurant foods bearing nutrient
content claims, restaurants would not
make such claims because restaurant
foods are not standardized, and it would
be too costly to provide accurate
nutrition information for these foods.
The comments also stated that
mandatory nutrition labeling (when a
claim is made) would inhibit restaurants
from making frequent and more
healthful changes in food.

Full nutrition labeling provides the
consumer with a way of evaluating a
claim within the nutrient context of the
food or meal and, therefore, is
advantageous in allowing more
informed comparisons. However, in the
general principles proposal {56 FR
60421 at 60427), the agency recognized
the difficulty of providing nutrition
labeling for restaurant foods and asked
for comment. The comments have
persuaded the agency that, at this time,
a requirement for full nutrition labeling
could be a significant barrier to the
transfer of information about favorable

nutritional characteristics of restaurant
foods. Therefore, FDA is not requiring
that full nutrition labeling be provided
when a nutrient content claim is made
for restaurant foods. It is adopting a
somewhat different approach to the
provision of nutrient information to the
consumer, as explained in the response
to the next comment. The agency does,
however, encourage the voluntary
provision of full nutrient information
for restaurant foods, even when claims
are not made,

281. Some comments stated that if
nutrition labeling were required for
restautant foods %eedng a claim,
restayirants could utilize available
nutrition software programs and
recognized databases to provide the
necessary information for the nutrition
label. One comment stated that FDA
should develop educational materials
for restaurants that explain their
obligation not to make nutrient or health
claims without providing nutrition
labeling. A few comments stated that
before requiring mandatory nutrition
labeling of restaurant foods bearing
nutrient content claims, a pilot study
should be done to determine the cost
and feasibility of such labeling, and that
more study is needed before the agency
requires labeling on restaurant foods.

A believes that consurhers should
have access to information about the
nutrient content of restaurant foods for
which nutrient content claims or health
claims are made. The sgency is
requiring in new §101.10 that such
information be available upon request
by a consumer. However, becsuse FDA
recognizes the difficulty of providing
nutrition labeling for restaurant foods, at
this time it will allow such information
to be conveyed sither by nutrition
labeling as described in new §101.9 or.
by the provision of information to the
consumer about the level of the nutrient
for which the claim is made in a serving
of the food upon request by the
consumer. Under the latter alternative,
for example, if a 333 g meal is
characterized as being “low fat," the
consumer could be informed that the
meal contains less than 10 g of fat.
Therefore, under this alternative the
restaurateur need not state the actual
amount of the nutrient present in a
serving of the food but may simply state
that the nutrient is present at “less
than” or “greater than’’ the amount that
would enable the serving of the food to
make the claim. Thus, the agency is not
requiring that the firm conduct an
analysis of the food in order to provide
this information. On the contrary, this
information should be readily available
to the firm from its determination that
the food conforms to the criteria for the
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claim. For the interim, the agency will
consgider that the provision of this
limited amount of information to
consumers will serve as the functional
equivalent of nutrition labeling.

Further, the considerations discussed
in the previous section concerning the
effective date for small restaurants that
make nutrient content claims also apply
with respect to nutrition labeling when
a nutrient content claim is made in
those restaurants. Therefore, FDA is also
deferring the effective date of § 101.10
for 1 year for small restaurants.

FDA agrees with the comments that
educational programs and further study
will be helpful. However, the statutory
timeframes imposed on the agency by
the 1990 amendments do not afford
FDA the luxury of deferring until some
future time sll rulemaking on restaurant
foods. The agency recognizes the
limitations in the approach that it is
taking and encourages the restaurant
industry to continue to work with FDA
lo dévise a program that will provide
consumers with truthful and accurate
nutrition information, without at the
same time inhibiting the flow of such
information or the development of
healthier foods. The agency points out
that the conduct of feasibility and
consumer studies is more properly the
responsibility of the regulated industry,
and that FDA is currently working with
the industry to do such studies.

282. One comment stated that
§101.10 should be deieted becausae it
would be outdated if nutrition labeling
requirements are imposed for restaurant
foods bearing claims.

For the reasons discussed above, FDA
is deleting current § 101.10. However,
FDA is replacing it with a new
provision that sets forth how nutrient
information is to be provided when a
claim that is subject to section 403(r) of
the act is made for restaurant foods. The
agency believes that informatien in
§101.10 was useful in advising firms
ahout alternatives for declaring nutrition
information when a claim is made, and
as revised, § 101.10 will continue to
serve this purpose.

283. Other comments addressed
specific issues of nutrition labeling for
restaurant foods, such as whether the
requirement for nutrition Jabeling of
restaurant foods should apply only to
large restauranis with fixed items, and
whether the content or format of
nutrition labeling should be different for
the foodservice industry than for
packaged foods.

FDA will address these issues in its
further deliberations and in its
continued interactions with the
regutated industriss. The agency is

likely to seek comment on a number of
these issues in the future.

V. Petitions

In the general principles proposal (56
FR 60421 at 60458), FDA proposed to
establish procedural regulations to
govern the submission, content, and
agency review of the three types of
petitions authorized by section 403(r)(4)
of the act (i.e., petitions for nutrient
content claims, for synonymous terms,
and for the use of an implied claim in
a brand name}. The agency also
proposed to redelegate to the Director
and Deputy Director of the Center for
Food Salety and Applied Nutrition
(CFSAN) all of the functions of the
Commissioner of Feod and Drugs
relating to petitions for label claims
under section 403(r) of the act involving
noncontroversial issues. Further, the
agency reiterated its interim policy on
petitions submitted pursuant to the
1990 amendments that it announced in
a notice published in the Federal
Register of March 14, 1991 (56 FR
10906), i.e., that the agency intends lo
defer or deny action on all such
petitions uatil it establishes the final
procedural regulations for the
submission, content, and review of
these petitions.

284. One comment stated that the
1990 amendments do not require FDA
to establish procedural regulations for
petitions, and that the agency does not
have thie authority to defer or deny any
petition submitted to the agency on the
basis that the agency has not established
regulations.

Although the 1980 amendments do
not require FDA to establish procedural
regulations for the petitions prescribed
threrein, FDA stated in a notice in the
Federal Register of March 14, 1991, (56
FR 10906) that the most efficient way to
manage a large influx of petitions likely
under the 1990 amendments and to
utilize agency resources is for FDA first
to establish procedural regulations for
handling pstitions, and secondly to
make (hem final at the same time as the
other substantive regulations
implementing the 1990 amendments.
The agency continues to believe in the
wisdom of this approach: Obviously, it
will be more efficient for the agency to
be able to simply review petitions to
determine whether the petitioner has
provided an appropriate basis to justify
a claim, than to have to first determine
whether a petition has provided the
appropriate information and then to
review it substantively. FDA believes
that adopting new § 101.69 will greatly
increase the likelihood that the petitions
it receives are adequate.

Also, as explained in the general
principles propesal (56 FR 60421 at
60458}, the need to promulgate
procedural regulations necessitatss that
the agency defer or deny petitions
submitted before such regulations are
finalized. Therefore, the agency
concludes that the promulgation of
procedural regulations for petitions
submitted pursuant to the 1990
amendments, and its procedure for
handling petitions before the final
regulations are established, is
appropriate.

285. Another comment urged that
FDA not redelegate to the-Director and
Deputy Director of CFSAN all the
functions of the Commissioner of Food
and Drugs concerning petitiong for label
claims under section 403{r) of the act
that do not involve controversial issues.
The comment stated that all petitions
that will be submitted to the agency
concerning nutrient content claims and
health claims will involve controversial
issues that will require a response from
the Commissioner of Food and Drugs.

FDA does not agree with this
comment. Based on its experience with
other types of petitions that have been
submitted to FDA for consideration, it is
not uncommon for a petition to contain
major deficiencies that necessitate the
denial of the petition or that result in
the petition being put in a “not-filed’
status until all deficiencies have been
resolved. The agency believes that
redelegating such functions to the
Director and Deputy Director of CFSAN
will permit the agency to take the
required actions (e.g., denial of such a
petition) in the most resource efficient
manner.

Although the agency agrees that many
petitions concerning label claims will
indeed involve controversial issues, no
basis was provided by the comment to
support the contention that all such
petitions will be controversial, and the
agency does not believe that it should
make this assumption. If a petition does
not involve a controversial issue, the
redelegation of the functions provision
will enable the agency to take action in
the most resource efficient manner.
Therefore, the agency is retaining the
redelegation provision in this final rule.

286. One comment stated thst FDA
should include a list of terms and
synonyms in the final regulation so that
the petition process would not be
necessary.

This final rule is not intended to
define by regulation all conceivable
terms that may be used now or in the
future to make nutrient content claims
The 1990 amendments included the
petition process to enable FDA to
amend the regulations to provide for
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new terms and synonyms that may be .
presented to the agency with
appropriate justification. Thus, this final
rule does not render the petition process
unnecessary.

287. Several comments were
concerned that the requirements
established for the petition process are
ambiguous and should be strearnlined.
A few other comments suggested that
the petition process would impose a
significant burden on manufacturers.

he agency has reviewed these
comments and has concluded that, in
same cases, changes should be made to
the requirements to clarify and simplify
the petition process and eliminate
unnecessary slements. The specific
ravisions in the final rule are discussed
below.

288, One comment suggested that
FDA should use the criteria established
in section 403(a) and (r) of the act for
determining when to deny or grant a
petition. This comment also implied
that no other requirements are necessary
for the agency to use as a basis to
determine whether to deny er grant a
petition,

The agency does not agree with this
comment. While it is true that section
403(a) and (r) of the act are the statutory
provisions upon which the proposed
procedural regulations are based, these
statutory provisions do not provide
petitioners with a clear description of
the types of information and scientific
data that would be necessary for a
petition to be acceptable. ,

Given the large influx of petitions that
the agency anticipates receiving, and the
statutory time constraints placed on the
agency regarding the review of these
petitions, it is in the best interest of
pétitioners and of the agency for FDA to
establish procedural regulations that
clearly delineate the requirements that
petitioners must satisfy when
submitting a petition to FDA for
consideration. This course will lead to
the most efficient use of the petitioner’s
and the agency's resources because the
data requirements for petitions will be
clearly stated, and, as stated abova, less
agency resources will be expended in
reviewing deficient petitions.

289. A number of comments
expressed concern that the petition
process will prevent manufacturers from
developing innovative ways to convey
nutrient levels in foods, retard product
development, and serve asa -
disincentive for the development of new
healthful foods. One comment suggeste-
that the petition process will stifle
product innovation because new
marketing claims will need agency
approval. This same comment als-
suated that one way to somewhat

alleviate this problem would be for the
petition that is under review to remain
confidential until it is approved by the
agency.

As stated above, FDA has in some
cases made changes in the final rule to
clarify, simplify, and eliminate
unnecessary petition requirements.
However, the agency’s procedures must
be consistent with (3;9 statutory
requirement that all nutrisnt content
claims used on food labels use terms
that are defined in the regulations of the
Secretary as provided in section
403(r)(2}{A)(3) of the act. Thus, the
requirement of agency approval of a
claim, and the petition process by
which that approval is obtained, derive
directly from the act itself,

Furthermore, section 403(r}(4)(A) of
the act requires that nutrient content
claim petitions that are filed for further
action after 100 days and brand name
petitions be made available to the
public. Because of this requirement in
the statute, FDA is retaining the
provisions concerning the public
availability of these petitions. However,
the availability of information in these
petitions will be determined in
accordance with § 20.61 (21 CFR 20.61).
This regulation provides that trade

_secrets and commercial or financial

information that is confidential or
grivileged are not to be made available
or public review, -

290. A small number of comments
stated that some specific requirements
that the agency proposed for nutrient
content claim petitions and synonym
petitions (6.g., submission of consumer
survey data and submission of data to
demonstrate that consumers will
understand the meaning of the proposed
term) should not be included in the
petition requirements. Most of these
comments regarded the proposed
Eetition requirements as unduly

urdensoms. Some of the comments
stated that the proposed petition
requirements command more
information than FDA cited in issuing
the proposed regulations for nutrient
content claims.

FDA has reviewed the proposed
requirements and has concluded that it
is not necessary (as was proposed under
format jitem B) for descriptor petitions
and synonym petitions {proposed
§ 101.69(m)(1) and (n)(1)) to include
data and information to demonstrate
that consumers can be expected to
understand the meaning of the proposed
term under'the proposed conditions of
use. The agency believes that it can
maks a rational determination
concerning the ability of consumers to
understand a term without requiring
such data and information, and,

therefore, this requirement would
impose an unnecessary burden on the
petitioner. However, the inclusion of
such information in e petition would, if
it shows that consumers do correctly
understand the term, enhance the
persuasiveness of the petition.

The petitioner will still be required to
address why the proposed use of the
term will not be misleading (format item
A). In this regard, if any concerns arise
during the agency’s review concernin
the ability of consumers to understand.
the meaning of the proposed term, the
aiency is likely to deny the petition.
Therefore, the agency is removing from
new § 101,69(m){1) and (n)(1) the
provision stating “The petition shall
include data and information, e.g.,
surveys to the extent necessary, to
demonstrate that consumers can be
expected to understand the meaning of
the term under the proposed conditions
of use.”

291. Some comments that addressed
synonym and brand name petition
requirements stated that the agency
should delete the requirements in
proposed format item C {proposed
§101.69(n)(1) and (0)(1)) that the
petitioner provide a detailed analysis of
the potential effects of the use of a
proposed claim on food coneumftion
and any corresponding changes in
nutrient intake when requesting
approval for a synonym or for a brand
name containing an implied nutrient
content claim. These comments stated
that the burden imposed by this
requirement guarantees that no petition
will be successfully submitted. They
also argued that such requirements treat
synonyms as nutrient content claims
rather than as alternative terms for
claims that have already been approved
by the agency.

The agency has considered this
comment and agrees that synonym and
brand name petitions need not include
detailed analyses of food consumption
and nutrient intake effects associated
with use of the petitioned term. These
matters will have been considered by
the agency in approving the primary
term with which the petitioned term is
claimed to be consistent.

The agency is, therefore, deleting
proposed format item C from the
requirements for synonym and brand
name petitions (new § 101.69(n})(1) and
(0)(1)) in the final rule.

292. A comment stated that it is not
necessary for FDA to publish a Federal
Register notice informing the public of
the agency’s decision on whether to
deny or to grant a synonym petition
becausa it is not required by the statute.

FDA continues to believe that
publishing a notice announcing the
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agency’s decision to either grant or deny
a synonym petition will provide useful
information to the public. Such
decisions have relevance to persons
interested in the outcome of the
agency's review of the petition, because
a synonym, if approved, may be used by
any firm and, if denied, may not be used
on labels or in labeling. Further, such
action is appropriate because the
granting of & synonym petition is an
agency decision that has the force and
effect of law. Public notice of the
agency'’s action will notify all
potentially affected parties of the legal
status of the synonym. FDA is therefore

retaining this provision in the final rule.
" Howaever, FDA is correcting an error
in the proposed codified language.
Proposed § 101.68(n)(4) should have
stated that FDA will publish a notice in
the Federal Register “As soon as
practicable following the agency’s
decision to grant or deny the petition, *
* *'" as indicated by the preamble
discussion. However, the proposed
codified text only referred to the
“granting’ of the petition. FDA is
making the appropriate revision in the
final rule.

293. One comment stated that the
petition process is unnecessary for the
use of a nutrient content claim in a
brand name if the term has been defined
by the agency.

FDA agrees with this comment. In
cases where a nutrient content claim has
been defined by regulation or provided
for under the regulations for implied
nutrient content claims in new § 101.65,
the term may be used in a brand name
in accordance with the provisions of the
applicable regulation, However, a brand
name petition would be required for the
use of a propesed term in a brand name
that has not been defined by the agency
by regulation or provided for under riew
§101.65, but where the pstition could
establish that the proposed term is
consistent with a defined term.

VI Constitutional Issues

A. The First Amendment

294. A number of comments from
trade associations and individual
companies argued that truthful nutrient
content claims are protected speech
under the first amendment. Many
comments contended that food labeling,
including nutrient content claims, is
commercial speech and argued that
FDA's proposed regulations do not pass
the Supreme Court’s test for regulation
of commercial speech. Comments
asserted that any suggestion that
consumers should be screened from
truthful information for their own good
is the kind of paternalism rejected by

the Supreme Court in Virginia State
Board of Pharmacy v. Virginia Citizens
Consumer Council, Inc., 425 U.S. 748,
770 (1876), and that the idea that the
public cannot be trusted to make

judgments based on truthful information

contravenes the basic principles of the
first amendment. Comments meintained
that the public has an interest in
obtaining useful information, and that
the Government’s interest is best served
by allowing the free flow of truthful
information. FDA alsc received a
comment expressing the opinion that
the proposed rule does not violate the
first amendment and urging the agency
not to change its position on first
amendment grounds.

FDA believes that its nutrient content

claim regulations are consistent with the

first amendment, and that the act, as

amended by the 1990 amendments, does

not violate the first amendment. The act
has withstood numerous first

amendment challenges. See, e.g., United

State v. General Nutrition, Inc., 638 F,
Supp. 556, 562 (W.D.N.Y. 1986);
American Frozen Food Institute v.
Mathews, 413 F. Supp. 548, 555 (D.D.C.
1976}, aff'd, 555 F.2d 1059 (D.C. Cir.
1977); United States v. Articles of Food

* * * Clover Club Potato Chips, 67 F.R.D.

419, 424 (D. Idaho 1975); United States
v. 8 Cartons, Containing Plantation The
Original etc. Molasses, 103 F. Supp.
626, 628 (W.D.N.Y. 1951).

Parts of the 1990 amendments and
these regulations have an incidental
effect on speech in a narrowly defined
area, food labeling. Ses NAACPv.
Claiborne Hardware Co., 458 U.S. 886,
912 (1982). The Supreme Court,
however, “has recognized the strong
governmental interest in certain forms
of economic regulation, even though
such regulation may have an incidental
effect on rights of speech and
association.” Id. The Government may
regulate in areas of economic activity
such as securities, antitrust, and labor in
ways that affect speech. SEC v. Wall
Street Publishing Institute, 851 F.2d
365, 372-73 (D.C. Cir. 1988), cert.
denied, 489 U.S. 1066 {1989); see also
SECwv. Suter, 732 F.2d 1284, 1299 (7th
Cir. 1984) {the first amendment does not
remove a business engaged in the
communication of information from
general laws regulating business
practices). The Government “does not
lose its power to regulate commercial
activity deemed harmful to the public
whenever speech is a component of the
activity.” Ohralik v. Ohio State Bar
Association, 436 U.S. 447, 456 (1978);
see also Home Box Office, Inc. v. FCC,
567 F.2d 9, 46 (D.C. Cir.) {*[R]ules
restricting speech do not necessarily

abridge freedom of ), cert.
denied, 434 U.S. 829 (1977).

As with securities, labor, and antitrust
regulation, the Government exerts
extensive regulatory authority over the
economic activity surrounding food and
its labeling. Yet the regulation of food
and food labeling clearly encompasses
more than mere economic activity: It
protects consumar health and gafety in
an area where harm to the public can be
direct and immediate. See Ghrali, 436
U.S. at 456. FDA's erucial role in
ensuring that food labels are
informative, are not misleading, and do
not otherwise misbranid products under
the act has long been recognized. See 79
Congressional Record 4734 (1935),
reprinted in Dunn, Federal Food, Drug,
and Cosmetic Act 280 (1938) (statement
of Sen. Copsland) (‘“No one disputes
that the [FDA] should determine the
quality of the product; no one disputes
that it should determine what is on the
label.”). In such an area of extensive
Federal regulation, the Government may
place restrictions on spesch by a
reguldted party where the speech relates
directly to the Government’s objectives.
SECv. Wall Street Publishing Institute,
851 F.2d at 372. Indeed, regulation of
food labeling would be impoessible if the
Government could not restrict speech.
See id. at 373.

Thus, when FDA seeks to ensure that
food is not misbranded, it may place
restrictions on label contents. “‘Freedom
of [s]peech does not include the
freedom to violate the labeling
provisions of the Federal Food, Drug,
and Cosmetic Act.” United States v.
Articles of Food * * * Clover €lub Potato
Chips, 87 F.R.D. 419, 424 (D. Idaho
1975}, “(Clertain speech in a certain
limited context” becomes part of the
labeling of a product and may serve as
evidence of a violation of the act. United
States v. General Nutrition, Inc., 638 F.
Supp. 556, 562 (W.D.N.Y. 1986). Thus,
the seizure and condemnation of a book
that misbrands a product is not a
violation of the first amendment, even
though in another context the book
might be protected. See United States v.
8 Cartons, Containing Plantation The
Original etc. Molasses, 103 F. Supp.
626, 628 (W.D.N.Y. 1931); United States
v. Articles of Drug, 32 F.R.D. 32, 35 {S,D.
1. 1963). “1t is the product and the
manner in which the product is
marketed which is said to be illegal,”
rather than the speech itself. General
Nutrition, 638 F. Supp. at 562. A
prohibition en selling a misbranded
product restrains the violative act of
selling, not speech itself. Kellogg Co. v.
Mattox, 763 F. Supp, 1369, 1381 (N.D,
Tex. 1991) (construing Texas food and
drug law), aff'd without opinion, 940
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F.2d 1530 (5th Cir. 1891). “The

. substantial ent interest-in the
goals of the Act justiffies] this extremely
narrow encroachment” on spesch.
General Nutrition, 638 F. Supp. at 562,
Indeed, where certain claims misbrand
a product, “(a} requirement that the
claims be removed, in order to sell the
product, is certainly less restrictive than
a flat prohibition of the sale of the
product.” Kelogg, 763 F. Supp. at 1381.

With the provisions of the 1890
amendments that govern nutrient
content claims, Congress sought te put
an end to the proliferdtion of confasing
and contradictory nutrient content
claims. 136 Congressional Record
516610 (Oct. 24, 1996) (statement of
Sen. Hatch); 136 Congressional Record
H5840 (July 30, 1990) (statement of Rep.
Waxman}. In order to assist consumers
in improving their eating habits,
Congress devised a scheme to ensure
that nutrient content claims in food
labeling will help consumers to make
good nutrition choices, not mislead
them, 136 Congressional Record H12954
(Oct. 26, 1990) (statement of Rep.
Moakley); 136 Congressional Record
S$16609 {Oct. 24, 1990} (statement. of
Sen. Mitchell}. Under this schems, only
those claims that FDA has defined by
regulation, see section 343{r}(2){A}i} of
the act, or approved pursuant to & -
petition, see section 343{r}{(4}{(A)}, are
permitted, and a food that bears an
unapproved nutrient content claim is
misbranded. Since FDA case law makes
clear that a label statement that
misbrands a food product is not subject
to first amendment protection, an
unapproved nutrient content claim on a
food lebel would not be protected
speech. See United States v. General
Nutrition, Inc., 638 F. Supp. 556, 562
(W.D.N.Y. 1986); United States v.
Articles of Food * * * Clover Club Potato
Chips, 67 F.R.D. 419, 424 (D. Idaho
1975); United States v. 8 Cartons,
Containing Plantation The Original etc.
Molasses, 103 F. Supp. 626, 628
(W.D.N.Y. 1951); United States v.
Articles of Drug, 32 F.RD. 32, 35 (S.D.
111. 19863).

Congress considered existing labeling
practices to be harmful to the public
because of the “confusing” and
“misleading” nutrient content claims
made by many manufacturers, 136
Congressional Record H12954 (Oct. 26,
1990] (statement of Rep. Moakley); see
also 136 Congressional Record H5843
{July 30, 1990} {statement of Rep.
Madigan}; cf. Ohralik. 436 U.S. at 456
(“{Tlhe State does not lose its power to
regulate commercial activity deemed
harmful to the public whenever speech
is a component of that activity.”).
Congress dealt with this problem by

crafting a system to permit certain
useful %nform&ﬁon to appear on the food
label, while ensuring that the
information is not misleading. 136
Congressional Record H12954 {Oct. 26,
1990) (statement of Rep. Moakley); 136
Con, ional Record S16609 {Oct. 24,
19490} {statement of Sen. Mitchelf},
Congress considered these restrictions
on speech riecessary to further the
government'’s interest in ensuring that
nutrient content claims on food labeling
would not mislead consumers. The
government’s action in regulating the
food label does not offend the first
amendment simply because speech is
involved. Ohralik, 436 U.S. at 456. The
case law establishes that FDA's power to
regulate the food labet derives fram its
broad regulatory powers over food, and
these regulations are valid under the
limited scrutiny that has been affarded
restrictions on speech under extensive
regulatory schemes involving areas of
economic activity. See SEC v. Wall
Street Publishing Institute, 851 F.2d at
372-73; see also Dun & Bradstreet, Inc.
v. Greenmoss Builders, 472 U.S. 749,
758 n.5 (1985); Ohralik v. Ohio State
Bar Association, 436 U.S. 447, 456
(1978).

295. Many comments arguad that
labeling is commercial speech, and that
restrictions placed on it must pass the
tests enunciated by the Supreme Court
in cases involving commercial speech.
Unlike “‘advertising pure end simple,”
Zauderer v. Office of Disciplinary
Counsel, 471 U.8S. 626, 637 (1985},
labeling does not fal clearly within the
bounds of commercial speech. The
agency does not consider it necessary
for first amendment analysis, however,
to determine whether or not food
labeling fits the definition of
commercial speech. See SEC v. Wal]
Street Publishing Institute, 851 F.2d at
372. Rather, the agency considers
labeling on foods to form “a distinct
category of communications in which
the Government’s power to regulate is at
least as broad as with respect to the
general rubric of commercial speech.”
SEC v. Wall Street Publishing Institute,
851 F.2d at 373. Nonetheless,
recognizing that at least one court has
categorized labeling as commercial
speech, General Nutrition, 638 F. Supp.
at 562, FDA agrees that labeling should
certainly be considered closer to
commercial speech than to “pure”
speech.

Even if labeling is analyzed as
commercial speech, these regulations do
not violate the first amendment. First,
speech that is misleading is not
protected and may be prohibited.
Central Hudson Gas & Electric Corp. v.
Public Service Commission. 437 1.5,

557, 563-564 (1980). Secondly, spsech
that is only fomnﬁaﬂy mislaayskl% may
be restricted, so long as the restrictians
directly advance a substantial
governmental interest and are no more
extensive than necessary to serve that
interest. Central Hudson, 447 11,5. at
Sposch that x nberently misleading and
5 that is in tly misleading an.
tiln)at, tn Congress® judgment, haabgg‘n
used to mistead the American public for
years: Unrogulated, nonstandardized
nutrient content cliins on the food
label. However, even if such claims are
considered only potentially misleadin,
the regulations pess the test enunciate
in Central Hudson,

Commexcial speech receives anly
limited protection under the first
amendrherit. See, e.g., Bolger v. Youngs
Drug Praducts Corp., 463 U.S. 60, 64—
65 (1983]). Far commercial speech to be
protected, it must concern lawful
activity and not be misleading. Central
Hudson, 447 1.8, at 563-64. The
Supreme Court has recognized that
restrictions on commercial speech may
be apprapriate ta prevent daception.
Virginia State Board of Pharmacy v.
Virginia Citizens Consumer Council,
425 U.S, 748, 771 n.24 {1976). These
regulations will have the effect of
ensuring that the nutrition claims that
appear in food labéling are not
misleading. See American Frozen Food
Institute v. Mathews, 413 F. Supp. 548,
555 (D.D.C. 1976}, aff"d, 555 F.2d 1059
(D.C. Cir. 1977) {because FDA regulation
was based on the agency’s conclusion
that “labeling which fails to meet the
requirements of the regulation is
misleading or otherwise not in
compliance wi1 the act,” the regulation
did not violate the first amendmsnt).

The Supreme Court has labeled as
misleading—and thus not protected—
both speech that is inherently likely to
deceive and that which “experience has
proved * * * is subject to abuse.” In re
R.M.J., 455 U.S. 191, 203 (1982). For
exampls, in Friedman v. Rogers, 440
U.S. 1, 14-15 (1979), the Court held that
Texas could prohibit the use of trade
names by optometrists where there was
a history of deception and abuse of the
public. Bee also Ohralik v. Ohio State
Bar Association, 436 U.S. 447, 468
{1978} {upholding State bar’s rules
against in-person solicitation where
there was an inherent potential for
abuse and prophylactic regulation was
needed).

By enacting the 1990 amendments,
Congress sought to ensure that food
labeling, including express-and implied
nutrient content claims, would be
accurate, uniform, and *based o
science.” 136 Congressional Record
516610 {Oct. 24, 1990) (statement ot
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Sen. Hatch). With respect to nutrient
content claims, the principal problem
that Congress sought to correct was the
use of ambiguous, undefined claims like
“light” and “low.” See, e.g., 136
Congressional Record H5840 (July 30,
1990) (statement of Rep. Waxman).
Experience had shown that consumers
were being misled because these terms
were being used differently by different
manufacturers. Id.; 136 Congressional
Record H12, 953-954 (Oct. 26, 1990)
(statement of Rep. Madigan). Congress
recognized that consumers were being
hampered in their attempts to achieve a
healthy diet by confusing implied
nutrient content claims like “light.” 136
Congressional Record H12954 (Oct. 26,
1990) (statement of Rep. Moakley).

Because of the misleading character of
unregulated, nonstandardized nutrient
content claims, Congress legislated that
any claim that is not consistent with
FDA regulations misbrands a food.
Section 403(r}(2)(A)(i) of the act states
that a food is misbranded if its label or
labeling contains a claim that “‘expressly
or by implication * * * characterizes the
level of any nutrient * * * of the food
unless the claim’ complies with
regulations promulgated by FDA
{emphasis added). Section 403(r)(1){(A)
of the act. By taking this approach,
Congress chose to permit only those
nutrient content claims that FDA
defines or approves, effectively
recognizing that unregulated claims
mislead the public.

Particular attributes of unregulated
nutrition claims on the food label make
them inherently misleading. Because
nutrition claims are of great importance
to the public, they have a greater
potential to be deceptive:
Representations relating a product to an
issue of public concern as a means to
induce purchases may take on
exaggerated importance in the public
mind and thus be more likely to
mislead. FTC v. Pharmtech Research,
Inc., 576 F. Supp. 294, 301 (D.D.C. 1983}
(advertisements for foed supplement
were misleading where they “played on
the average consumer’s well-founded
fear of cancer”). In addition, nutrient
content claims on food labeling are
difficult for consumers to verify
independently. See American Home
Products v. FTC, 695 F.2d 681, 638 (34
Cir. 1982); cf. Peel v. Attorney Reg. &
Disciplinary Commission, 496 U.S. 91,
110 S. Ct. 2281, 2288 (1990) (a lawyer's
certification is a “verifiable fact”).
Finally, consumers place great reliancs
on the portions of the food label that
they believe to be regulated by the
Government. FDA’s 1990 Health and
Diet Survey, Division of Consumer
Studies, CFSAN. Unapproved nutrient

content claims that consumers assume
to be consistent with government
regulations are therefore more likely to
he misleading. ‘Pervasive Government
regulation * * * and consumer
expectations about such regulation,
create a climate in which questionable
claims * * * have all the more power to
mislead.” American Home Products v.
FTC, 695 F.2d at 697.

296. Many comments argued that
nutrient content claims are only
potentially misleading, pointing out that
the Government may not absolutely
prohibit potentially misleading speech
if it can also be presented in a
nondeceptive way. Peel v. Attorney
Registration & Disciplinary Comm’'n,
110 S. Ct. 2281, 2287 (1990); In re
R.M.J., 455 U.S. 191, 203 (1982). The
preferred remedy for potentially
misleading speech, these-.comments
stress, is not a prohibition but a
requirement of disclaimers or
explanation. In re R.M.J., 455 U.S. at 203
(citing Bates v. State Bar of Arizona, 433
U.S. 350, 375 (1977)); see also Peel, 110
S. Ct. at 2292 (referring to “[tlhe
presumption favoring disclosure over
concealment’). Comments argued that
given the constitutionally based
preference for more speech, rather than
less, FDA should require disclaimers or
explanations rather than prohibiting
unapproved claims.

Even if unregulated nutrition claims
are considered only potentially
misleading, rather than actually or

" inherently misleading, these regulations
. are constitutional. The government may

place restrictions on commercial speech
that is merely potentially misleading.
Such restrictions must directly advance
a substantial governmental interest and
be no more extensive than necessary to
serve that interest. Central Hudson Gas
& Electric Corp. v. Public Service
Commission, 447 U.S. 557, 566 (1980).
These regulations pass that test.

First, the government’s interest is
clearly substantial. The 1990
amendments and these regulations seek
to ensure that consumers have access to
nutrition information that is truthful,
reliable, understandable, scientifically
valid, and not misleading. This
information will enable consumers to
make more healthful food choices. The
Supreme Court has recognized "the
health, safety, and welfare of * * *
citizens” as a substantial government
interest. Posadas de Puerto Rico
Associates v. Tourism Co., 478 U.S. 328,
341 {1986). Moreover, consumers have a
first amendment interest in obtaining
information on which to base a decision
whether to buy a product, and this
interest is “‘served by insuring that the
information is not false or deceptive.”

National Comnussion on Egg M trition
v. FTC, 570 F.2d 157, 162 (7th Cir.
1977), cert. denied, 439 U.S. 821 (1978)
“The fact that health is involved
enhances the interests of both
consumers and the public in being
assured ‘that the stream of commercial
information flow{s] cleanly as well as
freely.'" 1d. (quoting Virginia State
Board of Pharmacy, 425 U.S. at 772);
American Home Products, 695 F.2d 681
714, Moreover, FDA is implementing
legislation whose purpose is “‘essential
if the consumer is to obtain reasonable
information regarding * * * the foods he
buys.” American Frozen Food Institute
v. Mathews, 413 F. Supp. 548, 553
(D.D.C. 1976), aff'd, 555 F.2d 1059 (D.C
Cir. 1977).

Secondly, the regulations directly
advance the government interest. Under
the 1990 amendments and these
regulations, FDA will define a nutrient
content claim by regulation or make an
administrative determination that a
suggested claim is synonymous with a
previously defined claim before
permitting the claim to be used. In this
way, the regulations will ensure that
such claims are consistent,
understandable, and do not confuse or
mislead consumers. The regulatory
scheme will also encourage companies
to provide consumers with information
that will enable them to improve their
diets. There is an “immediate
connection,” Central Hudson, 447 U.S.
at 569, between nutrient content claims
on food labels and consumers’ food
choices.

Finally, these regulations are no more
extensive than necessary to serve the
Government's interest. Under Board of
Trustees v. Fox, regulations that are
narrowly tailored to serve the
Government'’s interest will meet this
prong of the Central Hudson test. 109 S
Ct. 3028, 3032~35 (1989). Narrocw
tailoring requires a reasonable fit
between regulatory ends and means:
“Not necessarily the single best
disposition but one whose scope is ‘in
proportion to the interest served.” Id. at
3035; see also Ward v. Rock Against
Racism, 109 S. Ct, 2746, 2758 (1989) (a
regulation is narrowly tailored if
Government interest would be achieved
less effectively without the regulation}.
These regulations reasonably and
effectively ensure that nutrient content
claims on food labels will be
informative, consistent, and not
misleading. Thus, they meet the third
prong of the Central Hudson test and ao
not violate the first amendment.

FDA recognizes that the Government
may not absolutely prohibit potentially
misleading information if the
information can also be presented in a
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nondeceptive way. Sse In re A.M /., 455
U.S. 191, 203 (1982}). The agency further
acknowledges that the preferred remedy
for potentially misleading speech is a
disclaimes or explanation rather than o
prohibition. Consequently, these
regulations impose only those
restrictions that are necessary to ensure
that nutrient content claims are
presented in a nondeceptive way.
Conceding for the sake of argument that
some unapproved claims are only
potentially misleading, FDA has not
outlawed the information conveyed by
such claims; instead, the agency has
prescribed that the information be
presented in standardized form, using
uniform, terras defined by the agency,
so that consumers will not be misled.
297. Some comments argued that
nutrient content claims, which help
consumrers to achieve healthy eating
habits, convey information of gerieral
interest about nutrition and health.
Thus, the comments argued, nutrient
content claims are “pure” speech, not
commercial speech, and as such are
entitled to full first amendment
protection.
FDA di with these cominents.
As discussed above, FDA believes
nutrient content claims belong to a
distinct category of commumications in
which the government's pawer ta
regulate is broad. Under the
comprehensive Federal schems for the
re ion of food and drugs, the
Government has suthority to impose
incidental restrictions on food labeling,
including nutrient content claims. As
between commercial speech and “pure”
speech, however, FDA believes nutrient
content claims should be categorized as
commercial speech. Labeling statements
on food products intended for sale
would clearly appesr in the context of
a commercial transaction and would
“propose” such a transaction. See
Bolger v. Youngs Drug Products, 463
U.S. 60, 66, 103 S. Ct. 2875, 2880 (1983);
Central Hudson Gas v. Public Service
Comamission, 447 U.S. 557, 562 n.5, 100
S. Ct. 2343, 2349 1.5 (1980). A label is
not entitled to the protection due
noncommercial speech simply because
it relates 1o an issue of broad public
interest. See Board of Trustees v. Fox,
109 S. Ct. 3028, 3032 (1989}); Bolger, 463
U.S. at €8, 103 8. Ct. at 2881; Central
Hudson, 447 U.S. at 562 n.5, 100 S. Ct.
at 2349 n.5. In determining whether the
statements on a label are pure speech,
it is irrelevant that they might be
considered protected in other contexts.
See Zauderer v. Office of Disciplinary
Counsel, 471 U.8. 626, 837 n.7, 105 S.
Ct. 2265, 2274 n.7 (1985). Just es
informational pamphlets were
considered commercial speech in

Bolger, so too nutrient content claims on
food labels, as between pure speech and
commercial speech, should be
considered commercial speech. See
Bolger, 463 1.S. et 6668, 103 S. Ct. at
288-81,

298. Several comments argued that
the requirement that nutrient content
claims be approved by ¥FDA before they
may be used places an uncanstitutional
prior restraint on expression. The
agency, the comments reasoned, would
be banning speech not previously
determined to be false or misleading.
The speech would remain banned until
the agency defined the term at issue.
Some comments further complained
that the petition precess is teo
burdensome. Citing Space Age Products
v. Gilliam, 488 F. Supp. 775 {D. Del.
1980), ene comment argued that “the
public has an interest in minimizing the
frequency and duration of erronecusly
imposed prior restraints on commercial
speech.” Id. at 784. This interest,
according to Gilliam, mandates narrow
tailoring of prior restraints on
commercial s; and *such
traditional safeguards with respect to
these restraints as are not inconsistent
with its ability to achieve its important
and legitimate objectives.” Id.

The Suprems Court has said that
because commercial speech is not easily
chilled, the heavy presumption against
prior yestraints may not apply to
commercial . Virginio State
Board of Pharmacy, 425 U.S. &t 772
n.24. The Court hes repeated its position
on this subject since Space Age
Products was decided. In Central
Hudson, the Court remarked that the
State could have required that ads for
electricity be approved by the state
before being used and reiterated that
traditional prior restraint doctrine may
not apply to commercial speech. Central
Hudson, 447 U.S. at 571 n. 13.

Even assuming for the sake of
argument that the presumption ageinst
prior restraints does apply to
commercial expression, the agency
believes that its regulations are
constitutional because, as discussed
more fully above, they limit only speech
Congress has already determined to be
misleading. This speech is therefore
unprotected. See American Frozen Food
Institute v. Mathews, 413 F. Supp. 548,
555 (D.D.C. 1876}, siT'd, 555 F.2d 1052
(D.C. Gir. 18977} (FDA regulstion based
on agency’s conclusion that labeling
that feils to meet the requirements of the
regulation is misleading or otherwise
not in compliance with the act was no.
unconstitutional prior restraint), In
addition, the regulatory scheme
incorporates procedural safeguards that
provide for a prompt determination of

whether a particular claim is
permissible. The agency is required to
act on nutrient content claim petitions
expeditiously. See section 403{r}{4)}A)
of the act,

299, Some mw argued t%:?t the

irement that the proponent of an
:xer;q;eﬁnsd clainm submit a petition for its .
approval unconstitutianafg shifts the
burden of distinguishing misleading end
nonmisleading from the
Government to the speaker. See
Zauderer v. Office of Disciplinary
Counsel, 471 U.S. 626, 6486 {1985). Even
a showing that the speech has the
potential to mislead does not allow the
Government to shift that burden, one
comment contended, citing Peel v.
Attorney Registration & Disciplinary
Comm’n, 110 S. Ct. 2281, 2292 {1990).

As discussed above, the Gavernment
has met its burden of showing that the
speech being restricted is misleading,
Congress mads specific findings that
both nutrient content claims in general
and pasticular terms, such as “light,”
have misled the public. See, e.g., 136
Congressional Record H5840 (July 30,
1999) {staterment of Rep. Waxman); id. at
H5843 {statement of Rep. Cooper); 136
Cong. Rec. $16609 (Oct. 24, 1990)
(statement of Sen. DeConcini}: In
addition, the cornment misconstrues
Peel. In that case, the Supreme Court
said that a mere potential to mislead did
not justify prohibition of the speech at
issue. The Court did not say that the
Government could not, based on a
showing that a particular kind of speech
had the potential to mislead the public,
require preapproval of the speech.

300. Some comments suggested that
the nutrient content claims regulations
are unconstitutionally overbroad
because, according to the comments,
they reach a substantial amount of
protected speech.

FDA disagrees. As discussed in detail
elsewhere in this document, these
regulations are narrowly tailored to
meet a substantial government interest
and do not “sweep{] within {their]
prohibitions what may not be punished
under the First * * * Amendment{}."”
Grayned v. City of Rockford, 408 U.S.
104, 115 (1972). In any event, it is
doubtful that the overbreadth doctrine
would apply to these regulations,
particularly if they were considered to
regulate commercial speech, because the
overbreadth doctrine does not apply to
commercial speech. Villuge of Hoffman
Estates v. Flipside, Hoffman Estates,
Inc., 455 U.8. 489, 497 (1982); Central
Hudson, 447 U.S. at 563 n.8.

301. One comment cited several lower
court decisions involving food labeling
snd the first amendment to support its
argument that these regulations are
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unconstitutional. Lever Bros. v. Maurer,
712 F. Supp. 645 (8.D. Ohio 1989);
Taylor Wine Co. v, Department of the
Treasury, 509 F. Supp. 792 {(D.D.C.
1981); American Meat Inst. v. Ball, 424
F. Supp. 758 (W.D. Mich. 1976);
Anderson, Glayton & Co. v. Washington
State Dep’t of Agric., 402 F. Supp. 1253
(W.D. Wgsh.{975),

FDA disagrees with the comment's
interpretation of these cases. Anderson,
which predated Virginia Pharmacy and
the Supreme Court’s other commercial
speech cases, struck down a State law
prohibiting use of dairy terms in the
advertising of margarine. The court -
mistakenly applied strict scrutiny to the
statute, holding that the State must
show a compelling government interest
to justify restrictions on speech. 402 F.
Supp. at 1257 {(emphasis added). As
discussed above, under current
Supreme Court jurisprudence the
Government need only demonstrate a
substantial interest in regulating
potentially misleading speech. Central
Hudson, 447 U.8. at 564. If the speech
is actually or inherently misleading, it
may be prohibited or restricted on that
basis alone. See Peel, 110 8. Ct. at 2292~
93; In re R.MiJ,, 455:'1.8.at:203.

In Lever Bros: v. Muurer, which
involved a similar statute prohibiting
the use of “butter” in advertising for
products intended as imitations of or
substitutes for butter, the ¢ourt held that
prohibition of the term “butter” without
regard for whether the term was used in
a misleading way violated the first
amendment. 712 F. Supp. at 652--653.
Here, Congress has already found the
labeling practices at issue to be
misleading: In addition, here the
Jovernment's interest is not merely in
accuracy, but also in uniformity.
Standardizing the nutrition information
that appears in food labeling, including
nutrient content claims, will maks it
easier for consumers to find,
understand, and compare the
information they need to make healthy
esating choices. No such government
interest was present in Lever Bros.

Taylor Wine is also inapposite. That
case involved a regulatory scheme that
required preapproval of wine labeling.
The challenge was not to the
preapproval requirement itself, as here
but to the agency’s refusal to approve a
claim that it had conceded would not
confuse or mislead consumers of the
plaintiffs’ wines. 509 F. Supp. at 795. In
addition, the agency had conceded that
the claim, which used the term “light,”
met the requirements established by the
agency for use of that term. Id. at 793.
Under the regulstory scheme at issue
here, FDA will allow use of terms

AR

defined by.FDA in nutrient content
claims without preapproval,

Finally, in American Meat Institute,
there was no first amendment challenge
to the legislation at issue; rather, the
first amendment was used to uphold the
legislation %ﬂinst a preemption

argument. The challenged legislation
required megt producers whose
products did not meet Michigan

standards to notify Michigan consumers
of that fact, The court upheld the law in
part on the basis of the consumers’ first
amendment right to receive information.
424 F. Supp. at 769. The court further
found that the State bad a strong interest
in consumer education and protection
and suggested that striking down the
statute might limit the State’s
communications with its citizens in
violation of the first amendment. Id. at
767. The court said that the first
amendment question that would arisae if
the Michigan law were preempted
ﬁrovided additional support for its
olding that the notices required by the
State were not “labeling” as defined in
the Federal Wholesome Maat Act (21
U.S.C. 678), Id, at 769. Thus, far from
serving to undermine the nutrient
content claim regulations, American
Meat Institute, if anything, supports
them, since it recognizes consumers’
strong interest in receiving accurate,
uséful information about food and the
government’s strong interest in ensuring
that such information will be provided.

302. A number of comments argued
that the rule prohibits certain
nonmisleading uses of particular terms
(“fresh” or “light”) and types of claims
(comparative statements or amount
statements), and that such
nonmisleading uses cannot
constitutionally be prohibited.

FDA disagrees with the premise of
these comments. As explained more
fully above, Congress found that the
unregulated use of undefined nutrient
content claims is inherently and
actually misleading. This final rule
allows use of the referenced terms and
types of claims, but only in ways that
will inform the public rather than
mislead it. The agency’s response to the
comments’ suggestions concerning
particular terms and types of claims can
be found elsewhere in this document.

303. Two comments contended that
with respect to certain types of nutrient
content claims, FDA should use its
suthority under section 403(a)(1) of the
act to regulate false and misleading
claims on a case-by-case basis, rather
than issuing regulations under the 1990
amendments. Specifically, the
comments argued that statements of the
amount or percentage of nutrients in
foods {8.g., “contains 160 mg sodium"’)

and certain ingredient claims that FDA
has classified as implied nutrient
content claims (e.g., “high in oat bran”)
should be regnlated u; section
403(a)(1) of the act rather than under the
1990 amendmients.

FDA di Congress enacted the
1990 amendmaents because it found that
existing law W»M»@%ﬁimﬂ?w
consumers from misleading foo
laheling practices. Whils FDA could
have regulated deceptive nutrient
content claims, including ingredient
and amount claims, under section
403(a)(1) of the act, Congress considered
FDA'’s autharity to do so unclear and in
need of strengthening. H. Rept. 101-538,
101st Cong,, 2d sess. 7 (1990).
Consequently, Congress passed new
legislation directing FDA to issue new
regulations that would curh deceptive

-food labeling. Congress specifically

authorized FDA te issue regulations
governing amount claims, see section
3(b)(1)(AXiv) of the 1990 amendments,
and also provided more generally for the
issuance of regulations limiting the use
of claims that expressly or by
implication characterize the level of a
nutrient required to be on the food label.
See section 403(r}{(1)}{A) of the act. A
claim that a.food contains an ingredient
associated with a particular autrient by
implication-characterizes the level of
A for EDA

is entirely appropriate for FDA to
regulate ingredient and amount claims
unrder the new regulations, which
specifically target these claims, rather
than under section 403(a)(1) of the act;
indeed, FDA had no choice but to do so,
given the congressional mandate.
Moreover, the regulations themselves
are narrowly tailored and do not
prohibit nondeceptive speech.

304. Some comments asserted that
FDA should nat prohibit the use of
undefined terms and should allow
synonyms of FDA-defined terms as long
as the synonyms meet the standard for
the defined term,

Section 403(r)(2)(A)(i) of the act statgs
that nutrient content claims may be
made only if the characterization of the
level made in the claim uses terms
which are defined in regulations by the
Secretary (and FDA, by delegation). This
rule also applies to synonyms. See
section 3(b)(1){A) of the 1990
amendments. As discussed above,
Congress was concerned about the
proliferation of confusing and
conflicting nutrient content claims;
hence, it sought uniformity on the food
label, Allowing unapproved terms and
synonyms would undermine that goal.
The petition process provided for in
new § 101.69 allows anyone who wishses
to suggest both new terms and




Federal Register / Vol. 58, No. 3 / Wednesday, January 6, 1993 / Rules and Regulations

2397

synonyms of already-defined terms. In
light of Congress’ findings and the
availability of the petition process to
expand the vocabulary of nutrient
content claims, FDA does not believe its
regulations unduly burden expression.

305. One comment proposed that FDA
permit the use of unapproved nutrient
content claims if they are consistent
with and explained by an immediately
adjacent term that is defined by
regulation. The comment argued that
this solution would cure the first
amendment infirmity caused by the
prohibition of unapproved claims yet
would fulfill the goals of the 1990
amendments.

The agency rejects this suggestion
because it would lead to the same kind
of inconsistent use of terms that
Congress wanted to eradicate. For
example, one company might use
“lean™ as a synonym for “light,”” while
another might use it as a synon%rm for
“*low fat.” Thus, “lean" would be used
in contradictor§ ways on different
products, Such a result is not
permissible under the act. As discyssed
above, the agency does not believe that
its approach is constitutionally infirm.

306. In response to FDA's request for
comments as to whether it should
define “natural” or ban such claims .
entirely on the ground that they are false
or misleading, one company argued that
prohibition of “natural” would be an
unconstitutional restriction on free
speech. FDA has decided not to define
the term "natural” or to prohibit its use.
Therefore, this comment is moot.

307. One comment asserted that
because those who violate the act are
subject to criminal prosecution, FDA
must define clearly which nutrient
content claims are allowable. The
comment further argued that a
manufacturer who uses a term no
intended as a nutrient content claim
may learn, tao late, that FDA so
interprets it as such.

The comment seems to be invoking
the vagueness daoctrine, which, in the
first amendment context, is generally
applied to strike down prohibitions or
speech that leave individuals without
clear guidance on the type of speech
that is prohibited. See, e.g., Village of
Hoffman Estates v. Flipside, Hoffman
Estates, Inc., 455 U.S. 489, 498—99
(1982); Gravned v. City of Rockford, 408
U.S. 104, 108 (1972). That is not the
case here. Only approved nutrient
content claims will be permitted on the
food label, and all other nutrient content
claims will misbrand a food. It should
thus be clear which type of speech is
prohibited and which permitied.

" Manufacturers will be on natice that the

use of an unapproved nutrient content
claim is prohibited conduct.

As to the comment’s second point,
FDA agrees that it is important to
consider intent when determining
whether an implied nutrient content
claim has been made. However, the
agency notes that intent means more
than the manufacturer’s subjective
intent. “FDA is not bound by the
manufacturer’s subject?ve claims oft
intent * * *.” National Nutritiengl
Foods Ass’n v. Mathews, 557 F.2d 325,
334 (2d Cir. 1977). An article’s intended
use is established by its labeling,
promotional material, adver;ising, and
“any other rejevant source.” 1d.; United
States v. An Article * * * Consisting of
216 Individually Cartoned Bottles * * *
“Sudden Change,” 409 F.2d 734, 739
(2d Cir. 1969). If a phrase on a food label
meets the definition of an implied
nutrient content claim, it is such a claim
regardless of the manufacturer’s ’
subjective intent. The definition of an
implied nutrient content claim is clear
from the statute as interpreted by the
regulations. See section 403(r){1)(A) of
the act; new § 101.13(b). Manufacturers
are required to keep abreast of changes
in the law and are responsible for
scrutinizing their labsling to determine
whether it makes nutrient content
claims.

B. The Fifth Amendment

These regulations will affect some
companies’ use of brand names,
including names subject to trademarks.
A brand name that includes an FDA-
defined nutrient content claim, such as
“light,” will be permitted to appear only
on products that meet the regulations’
definition of “light.” Brand names that
include nutrient content claims that
FDA has not defined will not be
permitted unless they were in use before
October 25, 1989, the date the 1980
amendments were reported out of
committee, or unless a petition for their
use is submitted and approved.

308. Some comments contended that
outlawing a brand name could violate
the fifth emendment. Because brand
names are property, banning their use
could constitute a taking without just
compensation, these comments argued.
The comments suggested that in keeping
with Executive Order No. 12630, FDA
should conduct a takings analysis to
assess whether compensation to owners
of affected brand names would be
appropriate.

In its November 27, 1991, regulatory
impact analysis (RIA), 56 FR 60856 at
60865, FDA stated that any alteration of
trade names required by the new
regulations would not constitute a
taking, and that, as a result, no takings

analysis was necessary. In view of the
comments and concerns raised about
the takings issue, however, the agency
reconsidered and decided that it was
appropriate lo conduct a formal takings
analysis pursuant to Executive Order
No. 12630, The agency has'completed
the takings anialysis and still betieves
that there is no regulatory taking under
the fifth amendment if a manufacturer is
required to alter'its brand name when
that brand name asserts, expressly or by
implication, a nutriant content claim
that has not been approved by FDA. The
basis for this concltision is set farth in
response to the cormmont that follows.

309. Comments from industiy argued
that the regulations’ effect on
companies’ ability to use brand names
constitutes a taking without . | ,
compensation in violation of the fifth
amendment of the 1).S. Constitution.
They point foremost to the financial
consequences of losing the use of'a
valuable brand name. Standing alone,
however, diminution in property value
does not establish a taking. Pénn Central
Transp. Ca. v. City of New York, 438
U.5.104, 131 (1978). Indeed,
“Iglovernment hardly could go.on if to
some extent values incident to property
could not be diminished without paying
for every such change in the general
law.” Pennsylvania Coal Co. v. Mahon,
260 U.S. 393, 413 (1922).

The Supreme Court has identified
three factors. for courts to consider in
assessing whether a regulatory taking
has occurred: (1) The character of the
governmental action; (2) the extent to
which a regulation interferes with
reasonable investment-backed
expectations; and (3) the regulation’s
economic impact. Ruckelshaus v.
Monsanto Co., 467 U.S. 986, 1005
(1984); Penn Central, 438 U.S. at 124.
When examined in light of these three
factors, it is clear that FDA's regulations
do not effect a taking in violation of the
Constitution. .

With respect to the first factor, courts
are more likely to find a taking when the
interference with property can.be
characterized as a physical invasion by
the Government than when the
interference is caused by a regulatory
program that “adjust(s] the benefits and
burdens of economic life to promote the
common good.” Penn Central, 438 U.S.
at 124, Courts have accorded particular
deference to governmental action taken
in order to protect the public interest in
health, safety, and welfare. See Keystone
Bituminous Coal Ass’n v. DeBenedictis,
480 U.S. 470, 488 (1987); Penn Central,
438 U.S. at 125; Atlas Corp. v. United
States, 895 F.2d 745, 757 (Fed. Cir)
cert. denied, 111 S. Ct. 46 (1992);




2398 Federal Register / Vol. 58, No. 3 / Wednesday, January 6, 1993 / Rules and Regulatiois

Calvert Invs. v. Metro. Sewer Dist., 847
F.2d 304, 309 (6th Cir. 1988).

With the 1990 amendments and these
regulations, Congress and FDA seek to
protect the public interest in health by
ensuring that consumers who wish to
maintain healthy dietary practices rnay
be assisted in doing so by the
information on food labels. This action
consfitutes a reasonable effort by the
Government to promote the common
good. By defining nutrient content
claims, the regulations will “bring a
sense of order to the understanding of
terms used when describing
characterizations of food products.” 136
Congressional Record S$16610 (Oct. 24,
1990) (statement of Sen. Hatch). By
permitting approved nutrient content
claims, the regulations seek to provide
useful information to consumers while
ensuring that the information is not
confusing or misleading. 136
Congressional Record H12954 (Oct. 26,
1990} (stdtement of Rep. Moakley).
fhese regulations substantially advance
. nd are rationally related tc FDA’s
\egitimate interest in promoting the
, ublic health through the food label.
See Keystone, 480 U.S. at 485;
idonsanto, 467 U.S. at 1007; see alsc
Pace Resources, Inc. v. Shrewsbury
Township, 808 F.2d 1023, 1030 (3d Cir.)
{(“{Tthe governmental action is entitled
to a presumption that it does advance
the public interest.”}, cert. denied, 482
U.S. 906 (1987).

Although these regulations will
restrict the use of certain defined terms,
including terms that appear in some
trade names, this restriction does not
rise to the level of a taking.
Governmental restrictions on the uses
individuals can make of their property
are ‘‘properly treated as part of the
burden of common citizenship."
Keystone, 480 U.S. at 491 [citation
omitted). These burdens are ‘borne 10
secure ‘the advantage of living and
doing business in a civilized
community.”’ Andrus v. Allard, 444
U.S. 51, 67 {1979) {quoting
Pennsylvania Coal Co. v. Mahon, 260
U.S. 393, 422 {1922) (Brandeis, J.,
dissenting)). Moreover, these regulations
are not without benefit to
manufacturers. See Keystone, 480 U.S,
at 491 (“While each of us is burdened
somewhat by such restrictions, we, in
turn, benefit greatly from the restrictions
that are placed on others.”); see also
Penn Central, 438 U.S. at 134
' preservation of landmarks benefits all
* * * citizens and all structures’). By
defining certain terms, the regulations
will increase the reliability of the food
label and thus will bolster consumer
confidence in label statements. They
wil: also level the commercial playing

field: No manufacturer will be able to
use a defined term unless its use is
consistent with the definition.

The second factor that courts consider
is whether a company has a reasonable
investment-backed expectation in
continuing to use its brand name. To be
reasonable, expectations must take into
account the power of the State to
regulate in the public interest. Pace
Resources, 808 F.2d at 1033. Reasonable
expectations must also take into account
the reghlatory environment, including
the foreseeability of changes in the
regulatory scheme. “In an industry that
long has been the focus of great public
concern and significant government
regulation,” Monsanto, 467 U.S. at 1008,
the possibility is substantial that there
will be modifications of the regulatory
requirements, “Those who do business
in the regulated field cannot object if the
legislative scheme is buttressed by
subsequent amendments to achieve the
legislative end.” Connolly v. Pension
Benefit Guar. Corp., 475 U.S. 211, 227
(1986) (citation omitted); cf. Lucas v.
South Carolina Coastal Council, 112 S,
Ct. 2886, 2899 (1992} ("'{IIn the case of
personal property, by reason of the
State's traditionally high degree of
control over commercial dealings, [the
property ewner] ought to be aware of
the possibility that new regulation
might even render his property
economically worthless * * * "),
Participants in a highly regulated
industry are “‘on natice that (they] might
be subjected to different regulatory
burdens over time.” California Housing
Secs., Inc. v. United States, 859 F.2d
855, 959 (Fed. Cir. 1992}, petition for
cert. filed, 61 U.S.L.W. 3083 (U.S. july
22, 1992). In contrast, a regulatory
scheme that appears suddenly may
interfere with a company’s reasonable
expectations. Id.

t iswot reasonable for a company to
expect to be able to continue
indefinitely to use a brand name that
contains a defined nutrient content
claim. Such an expectation would
ignore FDA's power to regulate the food
label, the regulatory environment of the
food industry, and the foreseeability
that FDA would regulate health and
content claims on the food label.

FDA's authority to regulate the food
label is broad and longstanding.
Governmental authority to regulate the
food label has long been recognized. For
example, the Supreme Court stated in
1919 that “'it is too plain for argument
that 2 manufacturer or vendor has no
constitutional right to sell goods
without giving to the purchaser fair
information of what it is that is being
sold.” Corn Products Refining Co. v.
Eddy, 249 U.S. 427, 431 (1919). With the

1990 amendments, Congress did not
suddenly grant the agency new
authority of the sort that interfered with
a company’s reasonable expectations
about the way the food label would be
regulated, see California Housing Secs.,
959 F.2d at 959, but rather clarified
FDA'’s authority to define nutrient
content claims, The authority granted by
the 1990 amendments was consistent
with FDA’s existing power over the food
label. For example, FDA already had
authority to define common or usual
names for food and to set standards of
identity. See, e.g., American Frozen
Food Inst. v. Mathews, 413 F. Supp. 548
(D.D.C. 1976), affd, 555 F.2d 1059 (D.C.
Cir. 1977). Moreover, under preexisting
authority—e.g., sections 201{f) and (n)
and 403(a) and (j)—the agency had
regulated or taken steps to regulate
nutrient content claims on the food
label. Although FDA had earlier
regulated the use of certain nutrient
content claims, the 1990 amendments
gave the agency specific authority to
define terms such as “light” and “low”
consistently across product categoaries.
See, e.g., 136 Congressional Record
H12953-54 (Oct. 26, 1990} {statement of
Rep. Madigan).

Moreover, the food industry is highly
regulated. Companies are well aware
that they operate subject to the
restrictions of the act. Like other
regulatory schemes, the act has not been
static, see California Housing Secs., 959
F.2d at 959, and companies that are
subject to the act should understand the
possibility that its requirements will
evolve over time. The food industry has
long been “the focus of great public
concern and significant government
regulation,” and "'the possibility was
substantial” that the government would,
“upon focusing on the issue,” decide
that the actions now being undertaken
are in the public interest. Monsanto, 467
U.S. at 1009.

Not only was the industry on notice
that the regulatory scheme under which
it operated might be amended, but it
also had specific notice of the type of
action FDA might take with respect to
the food label. FDA promulgated
regulations on the use of certain
nutrient content claims years before the
1990 amendments were passed. The
terms “sodium free,” ‘“very low
sodium,” “low sodium,” and "“reduced
sodium” are defined in current § 101.13.
Current § 101.25 governs information
that may appear on food labels
regarding fat, fatty acid, and cholesterol
content. Current § 105.66 controls the
use of the claims “low calorie,”
“reduced calorie,” and “'sugarfree.” It
~ould be unreasonable for a company to
expect that the agency would forever




Tederal Register / Vol. 58, No. 3 / Wednesday, January 6, 1993 / Rules and Regulalions.

2399

refrain from further regulation of
nutrient content claims.

1Thus, companies that use brand
names that contain express or implied
nutrient content claims lack a
reasonable investment-backed
expectation that they will be able to
continue to use those names. Only with
the passage of the 1990 amendments
and the publication of these final rules
does the possibility arise that a
company might have a reasonable
investment-backed expectation in
continuing to use an approved claim.
See Ruckelshaus v. Monsanto Co., 467
U.S. at 1010~-1013.

The final factor that courts consider is
the economic impact of the
governmental action. “There is no fixed
formula to determine how much
diminution in market value is allowable
without the Fifth amendment coming
into play.” Florida Rock Industries, Inc.
v. United States, 791 F.2d 893, 901 (Fed.
Cir. 1986), cert. denied, 479 U.5. 1053
(1987). It is clear, however, that a
regulation’s economic impact may be
great without rising to the level of a
taking. See Pace Resources, 808 F.2d at
1031 (citing Hadacheck v. Sebastian,
239 U.S. 394 (1915) (reduction in value
from $800,000 ta $60,000); Buclid v.
Ambler Realty Co., 272 U.S, 365 (1926)
{75 percent diminution in value}). Mere
denial of the most profitable or
beneficial use of a property does not
require a finding that a taking has
occurred. Tirolerland, Inc. v. Lake
Placid 1980 Olympic Games, Inc., 592 F.
Supp. 304, 313 (N.D.N.Y. 1984); see alsc
Andrusv. Allard, 444 U.S. 51, 66
(1979); Florida Rock, 791 F.2d at 801.
Rather, courts look for extensive or
drastic interference with a property’s
possible uses. See Pace Resources, 808
F.24d at 1031,

In assessing whether a regulation
effects a taking, the Supreme Court has
considered whether the regulation
denies an owner the “economically
viable” use of its property. See, e.g.,
Keystone, 480 U.S. at 499. This analysis
mvolves looking not just at what has
been lost, but at the whole “bundle” of
property rights. Andrus v. Allard, 444
U.S. at 65-66. Courts focus on the
remaining uses permitted and the
residual value of the property. Pace
Resources, 808 F.2d at 1031. Although
it is undeniable that compliance with
these regulations will cost money and
may mean that certain product names
must be altered, companies will not be
denied the economically viable use of
their property.

Many Erms will be able to minimize
the regulations’ impact by reformulating
those products that do not meet the
regrlations’ definitions. These

reformulated products could continue to
bear the original brand name.
Reformulation may be costly, but it is
not the kind of economic impact that
leads to a taking. "Requiring money to
he spent is not a taking of property.”
Atlas Corp., 895 F.2d at 756. Nor may
companies argue, as one comment did,
that their legal and other costs of
seeking compensation for losses from
these regulations should be included in
the assessment of economic impact.
These costs are not included in
calculating just compensation under the
fifth amendment. United States v.
Badcaw Co., 440 U.S. 202, 203 (1979);
United States v. 101.80 Acres, 716 F.2d
714, 717 n.5 (8th Cir, 1983).

Other companies may be able to
continue using their brand names with
some, but not all, of their products.
These companies will retain a residual
economically viable use of their brand
names. These companies will retain the
ability to use their brand names on some
of their products, Those with
trademarks will also retain the
important right to prevent other
companies from marketing under the
protected name. See PruneYard
Shopping Center v. Robins, 447 U.S. 74,
82 (1980) ("'[Olne of the essential sticks
in the bundle of property rights is the
right to exclude others.”). They would,
mareover, be able to market new
products that mest the applicable
definition under the brand name. And
finally, those foods that could not be
marketed under-the original brand name
may continue to be sold under anather
name that does not viclate the.
regulations.

t is unlikely that these regulations
will force any company to stop using a
brand name entirely. However, even if .
these regulations do have such an effect,
the economic impact of this loss,
without more, would not establish a
taking: It is also critical to consider the
character of the Government'’s action
and its interference with reasonable
investment-backed expectations. In
addition, a company in this position
lacks a property right to continue
marketing a product under a defined
term that its food does not meet. See 56
FR 60856 at 60865, November 27, 1991,
For example, a food that bears a “light”’
claim but does not meet the definition
of “light”” and cannot be reformulated as
a “light” product is not light and should
not be called “light."” Such a product is
misbranded not only under section
403(r) of the act but also under section
403(a)—that is, even before the passage
of the 1990 amendments, its labeling
was.-false or.misleading and in violation
of the act. See Lucas v. South Carolina
Coastal Council, 112 S. Ct. 2886, 2901

-{1992) ("'The use of these properties for

what are now expressly prohibited
purposes was always unlawful * * *.”),

310. One comment inquired why, if so
many mishranded products were on the
market before the 1990 amendmaents,
FDA did not take action to stop the
misbranding.

In fact, FDA did send warning letters
to a number of manufacturers who were
making misleading claims. In virtually
all of these cases, the manufacturer
removed the misleading claim from the
product. The agency would have doae
more but for lack of resources.. In
addition, consumer confusion resulted
as much from the lack of any defined
standards for claims as fram individual
claims that were objectionable. To solve
the problem, it was necessary to address
it globally by developing a regulatory
scheme designed specifically for
nutrient content claims,

311. One comment lriued that to
avoid an unnecessary taking, the agency
should interpret sectior 403{r){2)(C) of
the act (the grandfather clause) to apply
to product line extensions, The
comment asserts that section
403(r)(2)(C) of the act is ambiguous and
reads FDA's proposed implementing
regulation (proposed § 101.13(0}{1)) to
extend grandfathering to new products
introduced under an existing brand
name.

FDA does not believe the grandfather
clause is ambiguous but has revised its
regulation (new § 101.13(p})(1)) to clarify
that the grandfather clause does not-
apply ta product line extensions. The
grandfather clause provides that
unapproved nutrient content claims that
are part of the brand name of a food are
permitted if the brand name was in use
on the food before October 25, 1989
not if the brand name was being used
on some other food beforethat date
(emphasis added). Therefore, new
products introduced under the same
brand name are not covered. Any
company that started using a preexisting
brand name on a new product after the
grandfather date did not have a
reasonable expectation of being able to
use the name on that product.
Therefore, the regulation does not effect
a taking.

312. Another comment contended
that the wording of the grandfather
clause demonstrates that a product
whose brand name includes an
undefined nutrient content claim {s not
necessarily misbranded under section
403(a) of the act, which proscribes false
and misleading labeling. The comment
reasoned that, where there are two
brand names that contain the same
undefined claim—one grandfatbared,
one not—it would be sbsurd to sy that
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the nongrandfathered brand name is
misleading, but that the grandfathered
brand name is not.

The agency agrees that a
grandfathered brand name is not
necessarily false or misleading under
section 403(a) of the act, noris a
nongrandfathered brand name that
makes the same claim. A product with
a nongrandfathered brand name that
makes an unapproved nutrient content
claim is misbranded under the 1990
amendments, however, because they
prohibit the use of undefined claims.
See section 403(r}(1)(A) of the act.
Moreover, after the claim has been
defined, both the grandfathered and
nongrandfathered product will be
misbranded under both section 403(a) of
the act and the 1990 amendments if they
do not conform to the definition. (See
section 403(r)(2)(C).)

It should be noted that Congress did
not make a judgment as to whether
grandfathered brand names are
misleading or nonmisleading; rather, it
decided not to disrupt the market until
FDA had a chance to define the terms
used in grandfathered brand names.
There is no taking of an undefined,
nongrandfathered brand name because
companies had no reasonable
investment-backed expectation of being
able to use undefined claims after the
1990 amendments were reported out of
committes,

It should be pointed out that it is the
statute, not FDA's regulations, that
forbids the use of undefined terms in
nutrient content claims.

313. The sams comment argued that
because the Patent Office considers the
comment’s trademark nondeceptivs, the
company has a reasonable, investment-
backed expectation of being able to use
the trademark.

The agency disagrees. FDA, not the
Patent Office, has primary expertise in
food labeling, and FDA does not
consider itself bound by the Patent
Office’s decision as to whether a
trademark is misleading.

314. Two comments argued, citing
FTC case law, that the policy of the law
1o preserve trade names protects them
from destruction if less drastic means
would prevent deception. See Jacob
Siegel Co. v. FTC, 327 U.8. 608, 612
(1946); FTC v. Royal Milling Co., 288
U.S. 212, 217 (1833). The comments
argued that prohibiting certain brand
names is inappropriate because
deception can be prevented by adding
disclaimers or explanations to the brand
names, One comment said the cited
cases are rooted in takings doctrine. The
other asserted that these cases are based
on first amendment principles. See
Beneficial Corp, v. FTC, 542 F.2d 611,

620 (3d Cir. 1976), cert. denied, 430 U.S.
983 (1977).

FDA disagrees with these comments.
According to Jacob Siegel Co., whether
prohibition of a trade name is necessary
“is a question initially and primarily for
the [agency] * * * [which] is the expert
body to determine what remedy is  ~
necessary to eliminate the unfair or
deceptive trade practices which have
been disclosed.” 327 U.S. at 612. In
another case, the Supreme Court upheld
the prohibition of a trade name when,
in the agency’s judgment, the
prohibition was necessary to prevent
deception. FTC v. Algoma Lumber Co.,
291 U.S. 67, 8182 {1934). With respect
to food labeling, no disclaimer or
explanation could eliminate the
deceptive effect of a brand name that
incorporates an FDA-defined term if the
food on which the brand name appears
does not meet the definition of that
term.

The Supreme Court recently
acknowledged the protection given to
trade names in Jacob Siegel and Royal
Milling, which were decided under
section 5 of the Federal Trade
Commission Act (15 U.S.C. 45) (the FTC
act), but also recognized that those
decisions rested on statutory—not
constitutional—grounds, The court
made clear that the holdings of those
decisions do not carry over to cases
decided on first amendment principles
alone:

[T]here is no First Amendment rule,
comparable to the limitation on § 5, requiring
a State to allow deceptive or misleading
commercial speech whenever the publication
of additional information can clarify or offset
the effects of the spurious communication.
Friedman v. Rogers, 440 U.S. 1, 12 n.11
(1979). Like the first amendment, the act
contains no limitation comparable to
section 5 of the FTC act.

Finally, FDA is not bound to follow
FTC case law. Although cases involving
FTC may sometimes be relevant, it is
important to note that fundamental
differences exist between the regulatory
schemes administered by the two
agencies. See Bristol-Myers Co. v. FTC,
738 F.2d 554, 559 (24 Cir. 1984), cert.
denied, 469 U.S. 1189 (1985). Congress
has long recognized the division of roles
between the two agencies. See 79
Congressional Record 4749 {(1935),
reprinted in “Federal Food, Drug, and
Cosmetic Act: A Statement of its
Legislative Record” 280-81 (Charles W.
Dunn ed., 1938) (statements of Senators
Copeland and Austin) (FTC
concentrates on the interests of
commerce and economic needs,
whereas the objective of FDA is “the
health of the people”). The FTC
regulates unfair competition and trade

practices, including food advertising.
See, e.g., 15 U.S.C. 45 and 52. In
contrast, FDA is a scientific agency
empowered to regulate the food label,
among other things. Thus, FTC case law
does not govern FDA regulation.

VIl Other Issues

315. One comment stated that because
of the range of meanings already
attached to terms such as “light,”
“low,” “free,” *source of,” and
“reduced,” FDA's attempt to define
such terms will not be completely
successful at eliminating confusion. The
comment suggested that a better
approach would have been for FDA to
create a set of terms, either chosen from
words not currently used in relationship
to food or completely made up, to attach
to their definitions instead of attempting
to define terms already in vogue.

In response to this comment
addressing the agency’s basic approach
to defining terms used to make nutrient
content claims, the agency advises that
many of the terms that it is defining are
those that the 1990 amendments require
the agency to define. Section
3(b)(1)(A)(iii) of the 1990 amendments
directs the agency to define the terms
“free,” “low,” “light” or “lite,”
“reduced,” “less,” and “high” when
these terms are used to characterize the
level of any nutrient in food, unless it
finds that the use of such terms would
be misleading. The agency has not
found that any of these terms are
misleading per se, although some
consumer confusion as to their
meanings may exist as a result of the
variety of ways in which they have been
used in the marketplace. Providing
regulatory definitions for these terms
that must be used by any manufacturers
that use these terms in their labeling
should alleviate or eliminate confusion.
Therefore, the agency does not have the
prerogative of creating a set of terms for
nutrient content claims that have not
previously been associated with claims
for food as the comment suggested.

316. One comment stat at
nutrient content claims such as “free,”
“low,” and “reduced’ should be
defined for modified lactose levels in
foods.

The agency does not agree -vith this
comment. These regulation: are
intended to define nutrient content
claims for categories of nutrients or
individual nutrients that are requirec
for maintaining a diet that meeis current
dietary guidelines (e.g., fiber,
cholesterol, and fat). Lactose, a sugar
that occurs in milk, is not a rutrient
addressed in current dietary guidelines.
However, labeling in regard to the
Jactosa content of a focd does have
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significance for individuals who cannot
tolerate this nutrient. FDA advises that
provisions for the labeling of
hypoallergenic feods are in § 105.62.

;I 7. A comment stated that someone
will still have to “educate’ consumers
about the meaning of the terms that FDA
is defining. Another comment
recommended that since ferms are
meaningless without the definitions to
help distinguish among them, glessaries
of allowed nutrient content claims
should be available at peints of
purchase in the form of posters and free
pamphlets. An alternative suggested in
the comments was to abandon the effort
to simplify nutrition information for
consumers, to disallow claims on labels,
and to educate consumers to interpret
nutrition labels.

FDA doss nof agree that it should
disallow claims on labels and instead
only educate consumers to interpret
nutrition labels. FDA believes that
claims serve to highlight important
nutritional aspects of foods, and as a
result, they assist consumers in the
identification and selectien of foods that
are useful for meeting dietary goals.

FDA agrees that educational programs
will be necessary to develop consumer
and industry understanding of the
regulatory definitions. Section 2(c] of
the 1990 amendments calls for activities
that educate consumers about nutrition
information on the food label and the
importance of that information in
maintaining healthy dietary practices.
To achieve this purpose, FDA and
USDA have jointly initiated a multi-year
food labeling education campaign. The
major goals of this campaign are to: (1)
Increase consumers’ knowledge and
effective use of the new food Iabel and
to assist them in making accurate and
sound dietary choices; (2} to integrate
food labeling education into existing
and pew nutrition and health education
programs; and (3] to build extensive
partnerships capable of developing and
evaluating labeling education targeted to
the dietary needs of diverse
populations, such as low literacy
censumers, minorities, clder Americans,
children, and people with dietary
restrictions.

As part of this effort, the agencies
have established the National Exchange
on Food Labeling Education which
includes an information center housed
in the Food and Nutrition Information
Center at the National Agricultural
Library. It provides the general public
and professionals with access to
information about food Iabeling research
and educational activities (projects,
programs, and materials) from both the
public and private sector. Together the
agencies will facilitate eoaperative

projects with diverse organizations and
the communication of information that
targets various subpopulations as well
as the gemeral public. Thus, the agencies
are developing an extensive food label
educafion network that includes
constmers; health professionals and
organizations; educators; trade
associafions; Federal, State, and local
governments and many others, to assist
in the dissemination and development
of information and activities.

Ta ensure that consusrers have
accurate and adequate resource
materials and information, the agencies
have begun, and will continue to: (1}
Conduct and report on existing and
planned food labeling research; (2)
develop education initiatives at the
national and focal levels; (3) hold
regularly-scheduled meetings to build
Iabeling educatien exchanges; (4}
produce videe news releases and longer
videos; and (5] produee an array of
public education materials, including a
special edition of FIJA Consumer
magazine that summarizes the final food
labeling regulations, and brochures {in
English and other languages) on the new
label and how to use it to meet the
Dietary Guidelines for Americans. These
materials will be targeted to the general
public, nuftrifionists, such special
groups as ethnic minorities, and others.
Organizations will also be able to use
these resource materials to develop
educational materials of their own.

318, Several comments stated that the
proposed rules define claims so
narrowly and require such burdensome
disclosure requirements that
manufacturers would Rave little or no
incentive fo develop new nuiritionally
improved products to qualify for
nutrient content claiins, to make
substantial investments in research and
development, or to develop the
supporting manufacturing marketing
capabilities,

The agency agrees that new products
that are truly nutritionatly improved can
make positive contributions fo public
health. Thus, FDA is sensitive to the
concerns raised by the comments that
the proposed definitions could inhibit
innovation. In response, FDA has
attempted in the final regulations to
make the definitions more flexible,
while at the same time errsuring that the
terms will be useful in maintaining
healthy dietary practices and will be
used in a manner that is truthful and not
misleading, FDA believes that the final
regulations, as revised, will stimulate
innovation in food product research and
the development of new versions of
foods and food formulations that will
meet the definitions, because nutrient

content claims are an important aspect
of a product’s marketability.

319, Several industry conrmrents
stated that because these.regulations
depart significantly from the European
Community {(EC) nutrition labeling
directive and from the Food
Agricultural Organization/World Health

ization (FAQ/WHQ) Codex
International recommendations, they
will impeds the resolution of
differences under the General
Agreement on Tariff and Trada.

The agency recognizes that the 1990
amendments and substantive provisions
of these regulations are not in complete
accord with the FAO/WHO Codex food
labeling regulatiens or with regulations
or directives of the EC or other
countries. The agency also recognizes
that this is an area that the FAO/WHO
Codex has net yet addressed, Therefore.
the regulations may have an impact on
the resolution of issues related to
international trade. However, these
regulations are fully responsive to the
1990 amendments, The ageney believes
that these regulations will provide U.S.
consumers with accurate and reliable
information, information that
consumers: in other countries could use
and may demand of their food
regulators. The agency believes that the
principles of these regulations may be
adopted by other countries and serve as
a basis for harmonization. This agency
is committed to working with
representatives of other nations and
international organizations to achieve
the greatest degree of harmonization
possible.

VIIL Terms that Describe Other Aspeets
of Food

A. “Fresh’ and Belated Terms

The 1990 amendments do net require
that FDA define labeling terms such as
“fresh” that do mot make nutrient
content claims. However, the cortinued
misuse of ““fresh” and related terms in
the marketplace, and the consumer
confusion that has resuled, led the
agency to.propose definitions in the
general cf}pi"es proposal that
establish labeling regulations to govern
the use of “fresh,” “freshly—" (e.g.,
“freshly baked} and “fresh frozen” as
they appear on the label or int the
labeling of foods, including the use of
these terms in brand names and as
sensory modifiers (fresh tasting) {56 FR
60421 at 60462).

FDA also identified several questions
in the general principles proposal
regarding the use of the term “fresh”
and solicited comments on whether
these should be addressed in the final
rule. The agency asked whether: (1) It
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should allow the use of the term “fresh”
to describe certain raw foads that have
been treated with ionizing radiation in
accordance with §179.26 {21 CFR
179.26), specifically, those foods where
irradiation at a maximum dose of 1
kiloGray (100 kilorads) is permitted; (2)
it is apprapriate to limit use of the term
“freshly —— " to foods that are
available for sale within 24 hours of
preparation as the agency proposed, or
whether other approaches to defining
this term should be considered and
incorporated into the final rule; (3} it
would be misleading o allow the use of
the term “freshly prepared” to describe
recently prepared foods that contain
processed ingredients; (4) it is important
to the consumer to be able to distinguish
between processed products made with
fresh, as opposed to processed
ingredients, and whether FDA should
permit the use of a factual statement
such as™‘spaghetti sauce—made with
fresh mushrooms” on processed foods
made from fresh as opposed to
processed fruits and vegetables. Related
to this issue, FDA requested comments
on whether the inclusion of blanching
as part of a continuous process at a
facility should preclude labeling the
ingredient as fresh; (5) the use of
remanufactured iniredients affects the
attributes of a finished product, such as
a tomato product, to such a degree that
the consumer is misled about the
product if its labeling does not
specifically declare the remanufactured
nature of the ingredient. The agency
asked whether it should require the use
of a term such as '‘reconstituted,”
“remanufactured,” or “‘made from
concentrate” on the PDP of processed
products made from remanufactured
ingredients; and (6) extended shelf life
foods merit the use of the term “freshly
prepared,” and if so, what factors
should be considered to ensure that the
term is not used in a misleading
manner.

320. Several comments objected to the
agency issuing a regulation that would
define “fresh” and related terms while
it is implementing the mandatory
requirements of the 1990 amendments.
These comments argued that a
regulation governing the use of the term
“fresh’’ is not mandated by the 1990
amendments and does not meet the
President’s reform directive of January
28, 1992. Some of these comments
urged FDA to defer rulemaking on use
of the term “fresh" until after it
completes the mandatory rulemaking
required by the 1990 amendments.

The agency does not agree that it
should defer rulemaking to define
“fresh.” Although the 1990 amendments
do not require the agency to define the

term “fresh,” FDA believes that a
definition for certain uses of the term
“fresh” is necessary because the term
has been continuously misused in
certain contexts. FDA concludes that a
regulatery definition will discourage
such misuse and will allow the agency
to efficiently enforce the misbranding.
provisions of the act, particularly
section 403(a) of the act, when the term
is misused.

In issuing regulations concerning use
of the term "fresh,” the agency has also
taken into account the requirements
outlined in the President’s reform
directive regarding burdensome
government regulations. Having
concluded that it is necessary to
promulgate regulations concerning use
of the term "‘fresh,” the agency
considers that taking such action at this
time is the most cost effective option
because any required labeling changes
that result from this action can be
accomplished simultaneously with the
label changes required by the 1990
amendments.

321. Comments addressing the
proposed definition for the term “fresh”
expressed widely diverse views on this
subject. The agency received comments
that supported the proposed definition,
suggested alternatives to it, opposed the
provision as proposed, or opposed FDA
defining the term altogether.

Comments suggested that “fresh”
should be defined as recently made,
produced, or harvested foods that are
not stale, spoiled, or withered.
Numerous comments suggested that in
addition to defining "fresh” as meaning
raw and unprocessed, the term can also
be associated with product quality, and
therefore, a case-by-case determination
may have to be made to determine
where misleading uses of “fresh” have
occurred rather than establishing one
definition for the term. Some other
comments contended that "fresh’ has
various meanings, and that the context
in which it is used should ultimately
dictate its meaning. One comment
srgued that the term “fresh” should be
defined in such a way to distinguish
between “‘garden fresh” and ‘‘market
fresh.”

Some comments that favored a
regulation to govern the use of ““fresh”
suggested that the term should not refer
to products prepared from concentrates,
to commercially packed pasteurized
products, or to products that are stored
in cold storage warehouses until they
are marketed. Some of these comments
also stated that raw produce that has
been trimmed or cut into smaller pieces
should not be precluded from being
described as fresh.

Some comments suggested that the
proposed definition was too restrictive
and did not consider the many ways
consumers use and understand *'fresh”
because, as defined in the proposal, the
term could only be used to describe raw,
unprocessed foods. For example, these
comments pointed out that, as
proposed, the term *“fresh” could not be
used to describe some foods that are
generally accepted by consumers as
““fresh,” such as fresh bread and
pasteurized milk.

Some comments argued that there are
numerous consumer perceptions
associated with the term, and therefore,
it is impossible to derive one definition
that is universally acceptable. Another
comment suggested that FDA should not
permit the use of the term "fresh” on
food labels because it is too difficult to
define the term in a manner that would
encompass all of the ways consumers
use and understand it.

The volume of comments that
expressed significantly different
conceptions about the term “fresh,” and
that expressed reservations about the
proposed definition of ““fresh,” has led
FDA to reconsider this provision. FDA
has been persuaded that the proposal
was t0o restrictive, because it did not
allow for various contexts in which
“fresh” is appropriately used and would
have disallowed uses of this term that
are not misleading and are widely
accepted by consumers (*fresh bread"’).
After considering all of the comments,
FDA concludes that it is not necessary
to establish a definition for “‘fresh” that
would address all uses of this term as
the proposal would have done.

However, FDA concludes that a
definition for “fresh” is necessary to
preclude the types of misuses of the
term that the agency most frequently
encounters, i.e., use of the term to imply
that a product is unprocessed, when in
fact it has been processed. The
definition has particular applicability
where there are processed and
unprocessed forms of the food available.
The use of the term **fresh’” would
imply that the food is the unprocessed
form. If this is not the case, the food is
misbranded. Therefore, FDA has revised
the definition of ‘“fresh” in § 101.95(a)
so that it retains the same criteria that
were in the proposal, but it only applies
the criteria when the term "fresh” is
used in a manner that suggests or
implies that the food is unprocessed.

FDA is providing some examples of
how certain foods relate to the
definition of “'fresh.” These examples
are intended to be illustrative. Except in
a few cases where FDA believes
clarification is necessary, FDA is not
providing specific guidance in this final
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rule on the many types of focds for
which comments stated an opinien
concerning the appropriatenass of the
use of the descriptive term “'fresh.”
Under the definition of *'fresh”’ that the
agency is establishing, foods such as cut

raw vegetables and ﬁsﬁm { juices
from raw produce ¢ bear the term
“fresh’’ on the label because these foods
meet the-requirements of the definition.
However, if the term *fresh” were used
to describe & pasteurized orangs juice,
that term would misbrand the preduct
because when used in this context, the
term implies that the foed is
unprocessed fe.g., fresh squeezed orange
juice), when in fact it is a pasteurized

d

By contrast, inr the case of pasteurized
milk that Is labeled as “‘fresh,” such a
food. would not be subject to new
§ 101.95(a) because this term does not
imply that milk is unprocessed
inasmuch as consumers. recognize that
milk is nearly always pasteurized, and
that unpasteurized milk (in states where
mmed to be sold) would be

as “raw” milk. Also, the term
“fresh’* a5 used on bread would not be
subject to new § 101.95(a) because bread
is not a feod that exists in a raw state,
and the term “fresh bread” does not
imply that the food is unprocessed and
in its raw state. For clarity, FDA is
including milk in §101.95 as an
example of a use of the term "fresh” that
is not subject to this regulation, and
pasta sauce as an example of a food that
is subject to this jon, .

The agency adyises that uses of the
term “fresh’” to describe. foods that do
not suggest or imply that a food is -
ung:mssad will not be subject to the -
definition established for “fxesh.”
However, all uses of thisterm in food
labeling are subject te the requirements
of 403{a) of the.act, the act’s prohibition
of false or misleading lebeling.
Therefors, the agency has the authority
to take action on a case-by-case basis
against foods that use the term “fresh”
on the label in a manner that is false or
misleading, even though the food may
not be subject to new § 101.95(a).

322. One comment stated that the
agency should adopt FSIS’ policy memo
022C that outlines conditions in which
the term “fresh” can be used on
approved labeling of meat and poultry
products. FSIS' policy memo 022C
states that the term “fresh” may not be
used as part of a name on any preduct
that is canned, cured, dried, chemically
preserved, or hermetically sealed. In
addition, FSIS’ policy memec 022C states
that “fresh’” may not be used on any
noultry or poultry part that has been
" ozen or previously frozen &t or below
cero degrees Fahrenheit.

FDA does not find it appropriate to
adopt FSIS’ policy memo 022C that
addresses use of the term “fresh” on the
labeling of meat and poultry produects,
Although the memo has provided FDA
with useful informatien in formulating
its “fresh” poliey, the reference of the

policy memo is limited in. it
s;éhgﬁmny es5es maa?ﬁd poultry
products and the conditions under
which they are sold. Therefore, the
agency does not find merit in the
suggestion that it adopt the provisions
set forth in that policy memo.

323, Several commnients addressed the™
use of “fresh’’ as it relates to erabmeat.
Comments on. this issue urged FDA to
midar its definition ﬁ;‘}'dfté“sh;&b

use as proposed, it would prehibit
the use of tgf: descriptor to describe

. These comments argued that

it is not feasible for consumers to
purchase raw crabmeat, and,
furthermore, use of the term “fresh’’ has
been traditionally associated with
crabmeat that has been cooked and
picked but not subjected to any other
processing procedures. Other comments
stated that some consumers look for the
term “frash crabmeat’’ as a way of
distinguishing it from pasteuxized
crabmeat that 3 a lower price and that
requires special handling.

%uDA fi:%z that the terms “fresh” or
“fresh picked” as used to distinguish
picked erabmeat from pasteurized
crabmeat is not a use of the term “fresh”
that implies that the food is
unprocessed (as it is understeod to
mearr that the food has been cooked and
is not raw), nor is it misleading to-.
consumers who are accustomed to this
usage. Therefors, such use of the term
is not subject to new §101.95(a), and
FDA will not object to such usage of the
term. : :

324. One comment disagreed with
some of the proposed exemptions that
aliowed for uss of the term “fresh,” i.e.,
{1} If an approved wax or coating has
been applied to raw produce, (2} ifa
mild chlorine or mild acid wash has
been applied to raw produce, or (3) if
raw produce has been freated with
approved pesticides after harvest. The
comment stated that it is misleading to
use the term “fresh” to describe raw
produce that has been washed with a
chlorine or mild acid wash, waxed. or
treated with an approved pesticide.
However, another comment suggested
that the agency should permit use of the
term “fresh” on foods whose surface is
treated with ascorbic acid, calcium
chloride, citric acid, potassium chloride,
or sadium bisulfite, provided that these
treatments are used at levels allowed by
FDA regulations. The comment argued
that these treatments affect a food's

eppreciably affactfho body ot ahr th
a i affect the body or a @
S&'It“il et Mgm ot that surface
e agency not agree thal
treatments such as waxing, %g
with a mild chlerine or & mild aci
bevteide shouid praciont daseaibing
esticide escribi
gy e T
proposal, these applications are
recognized as routine‘practices in the
distribution and handling of raw
produce. However, the agency does not
agree that the use of the term “fresh” is
appropriate if a food has been subjected
to chemical treatments, including but_
not limited to antioxidants,
antimicrobial agents, or preservatives,
that introduce chemically active
substances that remaia in or on the food
to preserve or otherwise affect the food.
Thus, FDA is not providing for the use
of the term “fresh” on. s that have
been treated with the substances listed
i:; the second comn:ggt. FDA is,
wever, retaining the exempting
prgvisicns in the fina¥ ;ule and &i:;( |
redesignating them as §10%.95(c){1).

3285!;52 number of the comments

‘tated that use of low dose ionizing
radiation has little effect on the
attributes of a food in its raw state, and
that “fresh’” labeling should be
permitted for foods that have been
treated with low dose-ionizing
radiation. Other comments that
supported the use of the term “frash” on
some irradiated foods suggested that
irradiation enables a product to remain
wholesome. )

A small number of commaénts argued
that use of the term “fresh™ to destsibe
certain irradiated raw foods would be
misleading because irrediation is
considered to be a form of processing
that results in a loss of vitamins in
foods. The comments also stated that
safety procedures have not been
established for irradiated foods, and that
irradiation may affect the food in seme
unhealthful way. None of the comments
that opposed the use of ionizing
radiation on raw unprocessed foods
provided the agency with supporting
data to substantiate these claims. A few
comments suggested that the labeling
information associated with irradiated
foods should state whather the food has
been exposed to gamma or ionizing
radiation from man-made sources. The
majority of the comments agreed that
the agency should require
comprehensive and informative labeling
on any raw unprocessed food that has
been irradiated.

After reviewing the comments
p ing to the use of “fresh” to
describe foods that have been exposed
to ionizing radiation, the agency notes
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that the concerns expressed relate
primarily to safety and to the use of
appropriate labeling to identify foods
that have been irradiated. These -
comments appear to confuse safety and
proper identification of foods that have
been irradiated with perceptions related
to the state of freshness of these foods.
None of the comments, however,
provided information to support the
contention that use of currently
approved low doses of irradiation on
raw foods {(not exceeding 1 kiloGray
(100 kilorads)) would degrade the
characteristics of a food associated with
a food’s raw state.

Under the provisions of § 179.26(b),
irradiation of fresh foods is limited to
the use of low dose irradiation (not to
exceed 1 kiloGray) for the purpose of
disinfestation of arthropod pests in
food, for growth and maturation
inhibition of some fresh foods, and for
control of Trichina spiralis in pork
carcasses. In approving thesa uses of
irradiation, the agency concluded that
foods treated with the approved levels
of ionizing irradiation are safe. FDA
requires that retail packages and bulk
containers of such food bear a unique
logo that distinguishes irradiated from
nonirradiated foods and the statement
“treated with radiation™ or “‘treated by
irradiation” {§ 179.26{(c}). Therefore,
FDA concludes that the safety and
proper identification of any food that
has been treated with low dose ionizing
irradiation is not relevant in
determining whether food that is
“fresh” under § 101.95 before
irradiation can continue to be described
as “fresh” after such treatment.

The test for determining the
appropriateness of applying the term
“fresh” to foods treated with post
aarvest applications, including
treatment with low dose irradiation, is
the effect that the process has on a food.
The low doses of irradiation approved
for fresh foods (less than 1 kiloGray) are
used to prevent maturation (sprouting)
and to kill insects (§ 179.26(b)).
Exposure of rew food to low dose
irradiation typicelly causes insignificant
. changes in their appearance and
nutrient content. While it is true that
certain vitamins are sensitive to
irradiation, the available literature
indicates that foods irradiated at levels
below 1 kiloGray are not nutritionally
inferior to unirradiated foods (51 FR
13376, 13381, April 18, 1986).

The agency is not aware of any
information that suggests that low doss
(up to 1 kiloGray) irradiation of raw
foods causes adverse changes 1n their
physical or sensory qualitias that would
affect consumer’s perceptions as to
whether they are raw. Therefore, in the

-

absence of meaningful differences in the
appearance and quality between pre-
and post- irradiated foods, and in light
of the requirement that irradiated foods
must be clearly labeled as such, the
agency believes that it is appropriate to
provide that the term “fresh” may be
used to describe foods that have been
treated with ionizing radiation at a
maximum dose of 1 kiloGray (100
kilorads} in accordance with § 179.26(b)
and that otherwise meet the
requirements of new § 101.95(a).
Accordingly the agency is adding an
exemption for treatment with irradiation
to new § 101.95(c)(iv).

326. None of the comments objected
to the agency’s pasition that use of the
term “fresh” is appropriate to describe
raw, unprocessed foods that are
refrigerated and that otherwise meet the
definition of “fresh.”

Although refrigeration is a means of
preserving food, consumers apparently
generally regard raw unprocessed foods
that are refrigerated as “fresh” (e.g.,
“fresh” produce}, The agency also
believes that consumers are not misled
when the term “fresh” is used to
describe raw unprocessed foods that are
refrigerated. Accordingly, the agency is
retaining in new § 101.95(c)(2) the
provision that states that a food that
meets the definition for “fresh,” and
that is refrigerated, is not precluded
from the use of the term “fresh” under
this regulation. -

327. Many comments objected to the
agency'’s proposed definition for the
term “‘freshly prepared.” Some of these
comments pointed out that one of the
major limitations associated with the
proposed definition of “freshly
prepared” is that bakery products
{including bread) would not merit use of
the term “fresh baked” because, in most
cases, it is a commion practice for the
baking industry to utilize mold
inhibitors. Other comments stated that
consumers recognize baked bread
containing mold inhibitors as *‘fresh
baked” and are not misled by the use of
this terminology. Numerous related
comments suggested that bread and
other bakery products (regardless of
whether they contain mold inhibitors),
should be permitted to use the term
“freshly prepared.”

Several comments objected to the
provision in the proposal limiting the
use of “freshly prepared” to foods
available for sale within 24 hours after
their preparation or production.
Comments stated that the agency has n
factual or scientific basis on which to
impose a 24-hour restriction for
prepared foods to qualify to be labeled
“freshly prepared.” Comments also
stated that the 24-hour timeframe is

applied inconsistently across the food
industry, is unrealistic, and is
impossible for most foods to achieve.
few comments recommended that

as an alternative to the 24-hour
timeframe associated with “freshly
prepared,” the agency should consider
timeframes such as 12 hours, 72 hours,
10 days from preparation, or 3 to 7 days,
with “freshly baked” meaning those
Eroducts that are baked within a 24-

our timeframe. A small percentage of
comments suggested that any time
restriction associated with *‘freshly
prepared’’ should be based on a
product’s normal shelf life.

A review of the comments has
persuaded the agency to reconsider its
proposed definition of “freshly
prepared.” FDA now recognizes several
problems with this proposed definition.
First, the comments have persuaded the
agency that the 24-hour timeframe
proposed for the term *'freshly
prepared” is impractical and impossible
to apply to foods across the board
because of the diversity of foods in the
marketplace that could be described as
“freshly prepared.” Additionally, no
practical alternatives for defining
“freshly prepared’’ were presented to
the agency. To the contrary, because of
the wide variety of contexts in which
the term could be used to describe
foods, FDA doubts that a practical
definition for “freshly prepared” that
would address all uses of the term is
achievable.

FDA has thus reconsidered whether a
need exists for a regulatory definition
for the term “freshly prepared.” First,
FDA believes that systematic misuse of
terms such as “freshly prepared” is not
a significant problem in the
marketplace. FDA is not aware of
widespread misuse of this term. Further
as stated above, any use of terms such
as “freshly prepared” are subject to the
requirements of section 403(a) of the act,
which prohibits false or misleading
labeling. Therefore, the agency has the
authority to take action on a case-by-
case basis against foods that use the
term “freshly prepared” on the label in
a manner that is false or misleading.
Given these factors, FDA believes thai a
definition of this term is not necessary
to enable the agency to effectively
enforce the provisions of the act that
forbid false or misleading labeling on
foods, and accordingly, FDA is
withdrawing the proposed definition for
“freshly prepared.”

328. Several comments agreed with
the agency’s longstanding policy that
use of the term *‘fresh frozen” is
appropriate to describe a fuod that is
quickly frozen while still “fresh.” One
comment requested that FDA extend the
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proposed deﬁnitiTon for "‘fresh frozen” to
include foods such as “*fresh” vegetables
that are blanched before blast-freézing.

The agency agrees with the comment
that foods blanched before blast-freezing
merit use of the term *“fresh frozen.”
Upon review of the literature, FDA finds
that the blanching of vegetables before
freezing is essential to prohibit the
development of off-colors, off-flavors,
and other kinds of enzymatic spoilage
that are known to develop over a period
of time in the frozen product (Ref. 30).
Therefore, FDA is including a provision
in new § 101.95(b)} that provides for use
of the term "*fresh frozen" on raw foods
that are blanched before blast-freezinE,

328. Several comments requested that
FDA reconsider the provision in the
proposal that a food must comply with
the definition of “fresh” for the term to
be used in its labeling as part of a brand
name. Some of these comments
expressed the concern that prohibiting
the use of “fresh” in brand names
would mean banning the use of many
brand names and trade names (some
that are registered trademarks) that have
been used for years in a nonmisleading
manner. ’

The agency has reviewed the
comments regarding the use of *‘fresh”
in brand names. FDA is aware that
situations exist where ““fresh” is
employed as an integral part of some
brand names. In addition, the agency
recognizes that some brand names are
registered trademarks, and it is not
uncommon for these brand names to be
used as part of a company logo or on
company promotional material.

The use of the term “fresh” on a food
label in any manner, including its use
in a brand name, is misleading if the use
implies that the food is unprocessed
when in fact it has been processed.
Further, some of the instances where the
term “fresh” has been misused in this
regard have involved the use of this
term as part of a brand name. For these
reasons, FDA concludes that the use of
“‘fresh” as part of a brand name should
be subject to the definition it is
establishing and is thus retaining
reference to the use of “fresh” in a
brand name in the introductory
paragraph of new §101.95, If, however,
a use of the term ““fresh” as part of a
brand name does not imply or suggest
that the food is unprocessed, and the
use is not otherwise false and
misleading, there is nothing in this final
rule that would prevent this use of the
terin.

330. A few comments on the use of
“fresh” in brand names suggested that
FDA should continue to permit the term
“fresh pack™ on the label of pickles to
refer to uncured, unfermented

cucumbers packed in a vinegar solution
and preserved by either pasteurization
or refrigeration. These comments
contended that consumers and USDA
officials use the tefm “fresh pack” to
distinguish these pickles from brine-
cured pickles.

FDA has reviewed these comments.
FDA {s aware that the term “Fresh
Pack” is recognized by USDA to
distinguish a certain type of pickles.
USDA regulations in 7 CFR 52.1684
specifically state that pickles of fresh-
pack type are prepared from uncured,
unfermented cucumbers that are packed
in a vinegar solution with other
ingredients to give the characteristics of
the particular type of pickle. They are
sufficiently processed by heat for
preservation of the product in
hermetically-sealed containers. That
regulation also identifies characteristics
for fresh-pack dill pickles, fresh-pack
sweetened dill pickles, fresh-pack
sweetened dill relish, fresh-pack sweet
pickles, fresh-pack mild sweet pickles,
fresh-pack sweet relish, and fresh-pack
mild sweet relish, respectively. In
recognition of USDA's standards, FDA
will not take action against the term
“Fresh Pack’ when it refers to pickles
that are graded according to those
standards.

331. Some comments requested that
FDA reconsider the provision in the
proposal that a food must comply with
the definition of “fresh" for the term to
be used on its labeling as part of a
sensory modifier. Other comments
argued that as long as the term “fresh”
is not misleading, the agency should
permit its use as a sensory modifier,
especially in those cases where the term
refers to the sensory attributes of a food
{i.e., “fresh flayor,” “fresh-tasting,"”
“'tastes-fresh,” ““taste as good as fresh,”).
However, a small percentage of
comments asserted that the use of
"“fresh” as a sensory modifier is
misleading to consumers and should not
be allowed in any product.

FDA has considered these comments
concerning the use of “fresh” as a
sensary modifier. The use of “fresh” on
the label of a food, including its use as
a sensory modifier, is misleading if it
implies that the food is unprocessed
when in fact it has been processed. For
this reason, FDA concludes that the use
of “fresh” as a sensory modifier should
be subject to the definition that it is
establishing, and therefore the agency is
retaining reference to the use of the term
“fresh” as sensory modifier in the
introductory qaragraph of new §101.95.

332. Several comments stated that a
factual statement such as “‘spaghetti
sauce-made with fresh mushrooms”
provides useful information about a

food product and should be permitted
on the label of a processed food made
with a fresh ingredient. One comment
suggested that such factual statements
should be allowed on frozen foods as
well. A few comments contended tha*
an ingredient that has undergone
processing is no-longer “fresh,” and
that, therefore, the uss of such a
statement on a processed food made
with a fresh ingredient should be
prohibited. The comment said that such
a statement would be confusing,
meaningless, and misleading to
consumers. One comment stated that if
*fresh’* were defined to mean
unprocessed as the agency proposed, it
would be inconsistent to allow the term
to be used to define an ingredient that
had been added to the food before
processing.

In the general principles proposal,
FDA asked for comments regarding the
use of these statements on a processed
food because it intended to
comprehensively regulate the use of the
term “fresh” on food labels. Because the
agency is taking a more limited
approach in this final rule, it does not
believe that it is necessary to
specifically address the use of the term
“fresh” to describe ingredients used in
a processed food in its regulation. The
agency concludes that this use of the
term can be effectively regulated on a
case-by-case basis. )

FDA believes, however, that
consumers generally are not misled
when such statements are made about
ingredients used in processed foods,
provided that the statements clearly
refer to the ingredient and do not imply
that the food itself is unprocessed. The
agency has not received complaints
from consumers about this practice, and
most of the comments that mentioned
this use of the term said that such
statements provide useful information.
FDA advises that should specific
situations arise where such statements
are used in a manner that is misleading,
the agency will take regulatory action
under section 403{a) of the act.

333. Numerogus comments expressed
the opinion that the inclusion of
blanching as part of a continuous
process should not preclude labeling an
ingredient as ““fresh.” These comments
stated that blanching does not
significantiv damage the cellular
structure of an ingredient and does not
affect the taste of a product. A small
number of comments argued that
blanched ingredients should not be
labeled as “'fresh,” especially if the
entire product is heat-ireated after the
blanched ingredients have been added
to the product.
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l' un notes tnat umuuuug, 88
addressed here, is a common and
sometimes required process that is
accomplished by subjecting a food to &
set temperature for a specific period of
time. This practice is vsed in many food
industries to arrest changes in the flavor
profile of the food, to expel air and gases
to inactivate food enzymes, and to
destroy some microorganisms before the
fand is nrococend {(Raf 21) FDA
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believes that when the blanching
operation is part of a continuous
process, it is not misleading if the label
of the processed product contains a
slatement such as “made from fresh
—— " because the statement functions
to inform the consumer of a noteworthy
characteristic of the ingredient (i.e., that
the ingredient was fresh, not canned.
frozen, or dried at the time the food was
processed).

334. Many comments both from
industry and from consumers, stated
that processed preducts (particularly
tomato products) that are made from
remanufactured ingredients should
include a statement such as
“remanufactured,” “reconstituted,” o
“made from concentrate” on the
product's PDP to avoid consumer
deception and economic fraud in the
marketplace. Other comments expressed
the view that organoleptic, quality, and
structural differences exist between
remanufactured ingredients and fresh
ingredients, resulting in significant
differences in products made from
them. Some comments provided data on
these differences.

However, numerous comments
opposed requiring a declaration on the
PDP that a processed product is made
from remanufactured ingredients. Some
of these comments stated that FDA
lacked legal authority and sufficient
analytical and scientific data to
promulgate a regulation requiring PDP
declaration of the use of remanufactured
ingredients, and that before the agency
suggests that there is a quality difference
betwesn remanufactured tomatoes and
raw unprocessed tomatoes, this issue
would require further investigation.
Some of these comments stated that
some existing food standards allow for
the use of processed ingredients in
processed foods without requiring a
declaration about the processed
ingredient on the PDP. Therefore, these
comments asserted, FDA could not
require a declaration on the PDP for
remanufactured ingredients without
proposing {o revise some existing food
standards. Scme of these comments
argued that there was no indication in
the rulemaking proceedings for the
above food standards that consumers are
misled by the Jack of PDP labeling.
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S0me COMmmene urgﬁu FDA
separate this issue from this rulemaking
and to address the labeling of
remanufactured ingredients ina
separate proceeding after the agency
completes implementing the mandatory
re% uirements of the 1990 amendments.

ther comments on this issue argued
that, if the agency were to mandate this

requirement, it would impose
substantial costs on industryv. Another
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comment implied that use of
remanufactured ingredients s necessary
because it is impossible for
menufacturers to meet the demand of
tomato-based products using only fresh
tomatoes.

The agency has reviewed these
comments and conciudes that the issue
of labeling for remanufactured
ingredients involves matters that go well
beyond thase that the agency raised in
the proposal. There is a large amount of
information to be evalusted, and any
decision on the issue will !ix;ave a far
reaching impact. Because this
rulemaking g::been conducied under
the very tight time constraints of the
1990 amendments, the agency has not
been able to fully evaluate all the
information that it has received in
comments or to develop appropriate
provisions for a regulation. In addition,
before FDA published the general
principles proposal, the California
Tomato Packers had submitted a
petition {Docket No. 90P-0430)
concerning, ameng other things,
declaration of remanufactured
ingredients in finished lomato products.
This petition includes data and other
information and is undergoing agency
review,

However, the 1990 amendments do
not require that FDA address this issue,
and the time constraints in those
provisions therefore are not applicable.
The agency is persuaded that some of
the issues discussed in the proposal
concerning remanufactured ingredients
warrant further consideration to
determine whether labels should be
required to inferm consumers that
processed products have been made
withk remanufactured ingredients.
Accordingly, FDA has not established
provisions in this final rule to address
these products. The agency will
complete its evaluation of all available
information and will take appropriate
action separately from this rulemaking.
The agency solicits information on
differences in finished producis made
with remanufactured ingredients from
those made with unprocessed
ingredients. In particular, FDA requests
information on whether such
differences occur in finished products
ather than tomato products. and, if so,

whnthar tha di ffarancose ors ciomifiran
WSS a8 QIaereniaes are signiitaiis

Information should be identified with
Docket No. 90P-0430 and sent to the
Dockets Management Branch {address
above). If the agency determines that
differences in finished products because
of the use of processed ingredients are
significant, such differences would form
the basis fors uent rulemaking.

In the interim, FDA advises that it has
already established labeling provisions
that apply to some foods made from
processed ingredients. This final rule, in
§ 101.95, precludes processed products
such as tomato products madse using
remanufactured ingredients from being
described as “fresh.” In addition, as
discussed in comment 334 of this
document, processed products made
with fresh ingredients may bear label
statements stating that fact. The agency
will evaluate labels that are not subject
to these provisions on a case-by-case
basis 1o determine if they are false or
misleading under section 403(a) of the
act because they misrepresent a finished
product made with a processed
ingredient.

335. Several comments stated that
extended shelf life foods do not merit
use of the terms “fresh™ or “'freshly
prepared.” The comments suggested
that extended shelf life foods are
preserved using modern preservation
techniques and should not be given
special consideration over other
methods of preservation. A small
number of comments expressed the
view that pasta products that are
packaged in modified atmosphere
packaging should be able to utitize the
term “fresh™ as a way to distinguish
these pasta products from dried pasta.

FDA notes that “extended shelf life"
is a term used to describe a potentially
broad class of products in the
marketplace. These products include
many types of foods, e.g., vegetables,
pasta, complete meals; employ many
types of preparation and packaging
technologies; and are subject to varying
degrees of processing. The use of the
term "fresh” on extended shelf life
foods is subject to new § 101.95 when
such use suggests or implies that the
product is unprocessed. However,
because of the diversity of products in
the extended shelf life category, the
question of what constitutes processi 1
for such products is not being addressed
in this rule and is subject to s case-by-
cazs review by the agency.

336. Some comments suggestea tha.
terms that refer to packaging technology
(e.g., "freshness seal,” “Stay Fresh
seal”} would be prohibited under the
agency'’s proposed definition for
“fresh.” These commenis suggested that
FDA does not have the authority to
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prohibit the use of such terminology as
it relates to packaging, specificaily in
cases where use of these terms are
properly qualified. The comments said
that such a prohibition would hamper
the development of improved packaging
technology. Comments also stated that
the agency does not have sufficient
evidence to suggest that cénsumers are’
misled when code dates and freshness
guarantees (e.g., guaranteed fresh until)
argued that phrases such as *vacuum
packed,” “vacuum sealed to lock in
freshness,” and “*for maximum
freshness use before a specific date,”
serve as tools for consumers to
distinguish “fresh” product from “stale”
product. One comment stressed that
vacuum packaging is analogous to blast
freezing in that both techniques allow
foods to maintain their fresh state.

A small number of comments
opposed permitting this use of the term
“fresh.” Another comment stated that
the use of “fresh” in a guarantee
statement (e.g., guaranteed fresh) should
be restricted and should only be
allowed if a food in question meets the
definition for “fresh.”

The agency has reviewed these
comments and has concluded that the
use of terms such as “freshness seal,”
*‘guaranteed fresh until,” “‘and vacvum
packed to preserve freshness,” when
they relate only to the function of the
package and do not imply or suggest
that the food itself is unprocessed, is
outside the scope of this rulemaking.
FDA acknowledges that these terms are
used on numerous food products in the
marketplace. To the extent that these
terms might be used in any manner that
is misleading, the agency will review
specific situations on a case-by-case
basis under the general misbranding
provisions of section 403(a) of the act.

B. Natural

Although the use of the term
“‘natural” on the food label is of
considerable interest to consumiers and
industry, FDA’s intent was not to
establish a definition for “‘natural” in
this rulemaking. However, the agency
did note in the general principles
proposal (56 FR 60421 at 60466) that,
because of the widespread use of this
term, and the evidence that consumers
regard many uses of this term as
noninformative, the agency would
consider establishing a definition.
Further, the agency stated that it
believed that if the term “natural” is
adequately defined, the ambiguity in the
use of this term, which has resulted in
misleading claims, could be abated
Therefore, the agency solicited
comments on several issues that the

agency must consider in deciding how
to address the use of this term on foods,
including: (1) Should the agency
establish a definition for “‘natural” so
that the term would have a common
understanding among consumers, or
should “natural” claims be prohibited
altogether on the basis that they are false
and misleading? (2) If a definition
should be established, how should the
agency define ‘‘natural?” (3) How
should the agency proceed in
developing a definition for “natural?”
{4) Should a food that is represented as
‘“natural” be considered to be
misbranded if it has undergone more
than minimal processing (and what
canstitutes minimal processing?), or if it
contains any artificia‘; or synthetic
ingredients? In addition, FDA asked that
identification of “natural” foods
accompany the comments. FDA also
solicited comments on how the agency
distinguishes between artificial and
natural flavors in § 101.22, and on how
the agency should provide for a clearer,
more appropriate distinction between
natural and artificial flavors.

337. The comments provided a wide
range of ideas for the agency to consider
on the issue of developing a definition
for “natural.” Some comments stated
that the term “natural” should be
prohibited entirely on the basis that it
generates confusion when used on the
label or in the labeling of foods, and that
the term is also false and misleading.
Some comments stated that the agency
should eliminate statements such as:
*“all natural,” **100 percent natural,”
and made from 100 percent natural
ingredients.” Some comments suggested
that the agency should not consider
defining “natural” while it is
implementing the mandatory
requirements of the 1990 amendments.

her comments suggested thet the
agency should address the use of the
term “natural” in a separate rulemaking,

Some comments suggested that if FDA
does establish a definition for the term
“natural,” it should encompass those
foods that do not contain artificial or
synthetic ingredients. A few comments
stated that processing should not
necessarily preclude a product from
being deemed “natural.” Other
.omments stated that the term “natural”
and claims for natural ingredients
should be permitted, provided that the
manufacturer uses the term in a truthful,
nonmisleading manner. Comments
recommended that the use of natural
color ingredients should not be
precluded in foods that are represented
as “natural.” One comment suggested
that manufacturers should be allowed to
make claims for natural ingredients,
regardless of any policy established for

labeling finished foods as “natur:
One comment stated that foods
containing refined sugars should be
allowed to be represented as "‘natural.”
whereas foods containing artificial
sweeteners should not be represented as
‘“‘natural,”

None of the comments provided FDA
with a specific direction to follow for
developing a definition regarding the
use of the term “natural.” However, it
was suggesied that FDA should work
with USDA to harmonize its definition
for “natural.”

A small percentage of comments
addressed “minimal processing.” Some
of these comments proposed somewhat
similar definitions unc&r which
“minimal processing” would refer to
those processes that are familiar to
consumers and that can be performed in
the home (e.g., milling, grinding,
baking). One comment suggested that
“minimal processing” should include
fermentation. Another comment implied
that “minimal processing” should
include traditional processes such as
smoking, roasting, freeze drying,
fermenting, and the separation of a
product into component parts. The
remaining comments defined *minimal
processing” as those processes that do
not fundamentally alter a raw foad or
any material derived from the raw food.
Finally, some comments stated that
FDA's current regulations for labelin,
natural flavors should not be changeg.

After reviewing and considering the
comments, the agency continues to
believe that if the term “‘natural” is
adequately defined, the ambiguity
surrounding use of this term that results
in misleading claims could be abated.
However, as the comments reflect, there
are many facets of this issue that the
agency will have to carefully consider if
it undertakes a rulemaking to define the
term “‘natural.” Because of resource
limitations and other agency priorities,
FDA is not undertaking rulemaking to
establish a definition for “natural” at
this time. The agency will maintain its
current pelicy (as discussed in the
general principles proposal (56 FR
60421 at 60466)) not to restrict the use
of the term “natural” except for added
color, synthetic substances, and flavors
as provided in § 101.22. Additionally,
the agency will maintain its policy (Ref.
32) regarding the use of “‘natural,” as
meaning that nothing artificial or
synthetic (including all color additives
regardless of source) has been included
in, or has been added to, a food that
would not normally be expected to be
in the food. Further, at this time the
agency will continue to distinguish
between natural and artificial flavors as
outlined in § 101.22.
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nutrient content claims, the agency
proposed that the final rules for these
actions would become effective 6
months following their publication in
the Federal Register.

However, the agency has decided that
this final rule will not be effective until
May 8, 1994. FDA believes there will
thus be ample time for food companies
to use up most of the existing labeling
and packaging stocks and to ircorporate
labeling language that complies with
FDA'’s regulations into their food labels.
Consequently, the comments on the -
potential for adverse environmental
effects do not affect the agency’s
previous determination that no
significant impact on the human
environment is expected and that an
environmental impact statement is not
required.

XH. Paperwork Reduction Act

In the Federal Register of February
14, 1992 (57 FR 5395), FDA announced
that the agency had submitted to the
Office of Management and Budget
(OMB) for its review the collection of
information requirements contained in
the proposed rule (November 27, 1991,
56 FR 60421) that provided, in part, for
petitions regarding nutrient content
claims, synonyms for those claims, and
implied nutrient content claims in
brand names. Also in the February 1992
document, FDA published its estimated
annual collection of information
burden.

Based on its consideration of the
written comments received in response
to the aforementioned Federal Register
documents and the oral presentations
made at the public hearing on food

- labeling, FDA modified the nutrient
content claim petition requirements
fram those that were proposed. Those

modifications were discussed in detail
earlier in this final rule. Accordingly,
FDA has also revised its estimated
annual collection of information
burden.

This final rule contains collection of
information requirements that are
subject te review by OMB under the
Paperwork Reduction Act of 1980 (44
U.S.C. 3507). Therefore, in accordance
with 5 CFR part 1320, the title,
description, and respondent
descriptions of the collection of
information requirements are shown
below with an estimate of the annual
collection of information burden.
Included in the estimate is the amount
of time for reviewing instructions,
searching existing data sources,
gathering necessary information, and
completion and submission of petitions.

Title: 21 CFR 101.69—Food Labeling:
Nutrient Content Claims, General
Principles, Petitions, Defirition of
Terms.

Description: This final rule provides
the procedures for the submission of
petitions to the agency. The information
included in these petitions will be
reviewed by the agency, and a decision
will be made in accordance with the
criteria specified in this final rule.

The 1990 amendments added section
403(r}{4) to the act. This section
provides that any person may petition
the Secretary to make nutrient content
claims that are not specifically provided
for in FDA's regulations. It describes the
procedures for petitions that seek to
define additional nutrient content
claims, to establish synonyms, and to
use an implied nutrient content claim in
a brand name,

Nutrient Content Claim petitions—
Section 403(r){4)(A)(i} of the act grants
to any person the right to petition FDA

to issue a regulation to define a nutrient
content claim that has not been defined
in the regulations under section
403(r)(2X{A)(i) of the act. The statute
requires that such a petition include an
explanation of the reasons why the
claim that is the subject of the petition
meets the requirements of section 403(r)
of the act and a summary of the
scientific data that support those
reasons. Section 101.69(m) sets forth the
data requirements specific to descriptor
petitions.

Synonym petitions—Section
403(r)(4)(A)(ii) of the act grants the right
to petition the FDA for permission to
use terms in a nutrient content claim
that are consistent (i.e., synonymous)
with terms defined in regulations issued
under section 403{r){Z}(A)(i) of the act.
The petition requirements in § 101.69(n)
are those that FDA believes are
necessary to demonstrate that use of the
proposed synonym is not misleading
and is consistent with the purpose of
the 1990 amendments.

Brand-name petitions—Section
403(r)(4){(A)(ii}) of the act grants the
right to petition FDA for permission to
use an implied claim in a brand name
that is consistent with terms defined by
the Secretary under section
403(r)(2)(A)(i} of the act. Section
101.69(0) sets forth the data
requirements specific to brand-name
petitions. These requirements are, in
FDA'’s opinion, those necessary for the
petition to demonstrate that use of the
proposed implied claim is not
misleading and is consistent with the
purpose of the 1990 amendments.

Description of Respondents: Persons

and businesses, including small
businesses.

Estimated Annual Reporting and Recordkeeping Burden;

Number of Average
Section Number of | Responses -;3':,' F?:- Burde?n m
Respondents per Re- per Re- Hours

spondent Sponses | cphanse
FOT.B9(M) cvon coeearireervenerisseescesersvens srorovsnrressssrasasss crensseen = 5 1 5 240 1,200
101.69(n) 10 1 10 80 800
101.69(0) ... 7 1 7 107 749
TOA] oottt e se et sv et re st e st e ebesssesaserassnenaarnrriananion 22 22 | e 2,749

FDA has submitted copies of the final
rule to OMB for its review of these
reporting requirements.
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List of Subjects

21 CFR Part 5

Authority delegations (Government
agencies), Imports, Organization and
functions (Government agencies).

21 CFR Part 101

Food labeling, Reporting and
recordkeeping requirements,

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 5 and
101 are amended as follows:

PART 5--DELEGATIONS OF
AUTHORITY AND ORGANIZATION

1. The authority citation for 21 CFR
part 5 continues to read as follows:

Authority: 5 U.S.C. 504, 552, App. 2; 7
U.8.C. 1384, 2271; 15 U.S.C. 638, 1261-1282,
3701-3711a; secs. 2-12 of the Fair Packaging
and Labeling Act (15 U.S.C. 1451-1461); 21
U.S.C. 4150, 61-63, 141-149, 4671, 679(b),
801-886, 1031-1309, secs. 201-903 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321-394); 35 U.S.C. 156; secs. 301,
302, 303, 307, 210, 311, 351, 352, 361, 362,
1701-1706, 2101 of the Public Health Service
Act (42 U.S.C. 241, 242, 242a, 2421, 242n,
243, 262, 263, 264, 265, 300u-300u-5,

300aa-1); 42 U.S.C. 1395y, 3246b, 4332,
4831(a), 10007-10008; E.O. 11490, 11921
and 12591.

2. Section 5.61 is amended by revising
the section heading and by adding a
new paragraph (g) to read as follows:

§5.61 Food standards, food additives,
generally recognized as safe (GRAS)
substances, color additives, nutrient
content claims, and health claims.

* * * * »

{g) The Director and Deputy Director,
CFSAN are authorized to perform all of
the functions of the Commissioner of
Food and Drugs under section 403(r)(4)
of the act regarding the issuing of
decisions to grant or deny, letters of
filing, and notices of proposed
rulemaking in response to petitions for
nutrient content claims and health
claims that do not involve controversiar
issues.

PART 101—FOOD LABELING

3. The authority citation for 21 CFR
part 101 continues to read as foliows.

Authority: Secs. 4, 5, 6 of the .«an
Packaging and Labeling Act (15 U.S.C. 1453,
1454, 1455); secs, 201, 301, 402, 403, 409,
701 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 321, 331, 342, 343, 348, 371).

4. Section 101.10 is revised {o read as
follows:

§101.10 Nutrition labeling of restaurant
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
defined 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 (except on menus). Except: 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 complete
nutrition information as described in
§101.9. Nutrient levels may be
determined by nutrient data bases,
cookbooks, or analyses or by other
reasonable bases that provide assurance
that the food or meal meets the nutrient
requirements for the claim. Presentation
of nutrition lsheling may be in various
forms, including those provided in
§ 101.45 and other reasonable means.

5. Section 101.13 is revised tc read as
follows:

§101.13 Nutrient content claims-—general
principies.

{a) This section and the regulations in
subpart D of this part apply to foods that
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are intended for human consumption
and that are offered for sale.

{b) A claim that expressly or
implicitly characterizes the level of a
nutrient (nutrient content claim) of the
type required in nutrition labeling
under § 101.9, with the exception of
such claims on restaurant menus, may
not be made on the lsbel or in labeling
of foods unless the claim is made in
accordance with this regulation and
with the applicable regulations in™
subpart D of this part or in part 105 or
part 107 of this chapter.

{1} An expressed nutrient content
claim is any direct statement about the
level {or range) of a nutrient in the food,
e.g., "low sodium” or “'contains 100
calories.”

{2) An implied nutrient content claim
is-any claim that:

(i) Describes the foad or an ingredient
therein in a mammer that suggests that a
nutrient is absent or present in a certain
amount {e.g., “high in oat bran”); or

(i) Suggests that the food, because 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, contains 3
grams (g) of fat”),

(3) Except for claims regarding
vitamins and minerals described in
paragraph (q)}(3) of this sectien, no
nutrient content claims may be made on
food intended specifically for use by
infants and children less than 2 years of
age unless the claim is specifically.
provided for in parts 101, 105, or 107 of
this chapter. .

{c) Information _hat is required
permitted by § 101.9 to be declared in
nutrition labeling, and that appears as
part of the nutrition label, is not a
nutrient content claim and is not subject
to the requirements of this section. If
such information is declared elsewhers
on the label or in labeling, itisa
nutrient content claim and is subiect to
the requirements for nutrient content
claims.

{d) A “substitute” food is one that
may be used interchangeably with
another food that it resembles, i.e., that

. it is organoleptically, physically, and
functionally (including shelf lifa)
similar to, and that it is not nutritionally
inferior to unless it is labeled as an
“imitation.”

{1) If there is a difference in
performance characteristics that

wterially limits the use of the food, the
food may still be considered a substitute
if the label includes a disclaimer
adjacent to the most prominent claim as
defined in paragraph (j)(2)(iii) of this
section, informing the consumer of such

" then that requ

difference (e.g., “not recommended for

- t s

ng”).
(2) This disclaimer shall be in easily
legible print or type and in a size no less
hen that mﬁ"ﬁy § 101.105(i) for the
net quantity of contents statement
except where the size of the claim is less
than two times the required size of the
net quantity of contents statement, in
which case the disclaimer statement
shall be no less than one-half the size of
the claim but no smaller than one-
sixteenth of an inch.

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

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

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

(g) The label or labeling of a food for
which a nutrient content claim is made
shall contain prominently and in
immediate proximity to such claim the
following referral statement: “See
e fOF nutrition information”
with the blank filled in with the identity"
of the panel on which nutrition labeling
is located.

(1) The referral statement “See
lappropriate panel} for nutrition
information" shall be in easily legible
boldface print cr type, in distinct
contrast to other printed or graphic
matter, that is no less than that required
by § 101.105(i) for net quantity of
contents, except whers 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
one-sixtesnth of an inch.

(2) The referral statement shall be
immediately adjacent to the nutrient
content claim and may have no
intervening material other than, if
applicable, other information in the
statement of identity or any other

information thet is required to bs
presented with the claim under this
section (e.g., see paragraph {j}{2) of this
section) or under & regutation in subpart
D of this part {e,p., see'§§ 101.54 and
101.62). If the nutrient content claim
appears on more than one panel of the
label, the referral statement shall be
adjacent to the claim on each panel
except for the panel that bears the
nutrition information where it may be
omitted.

(3) If a single panel of a food label or
labeling contains multiple nutrient
content claims or a single claim
repested several times, a single referral
statement may be made. The statement
sha]l be adjacent to the claim that is
printed in the largest type on that panel.

(h) In place of the referral statement
described in paragraph {(g) of this
section,

(1) If a food, except a meal product as
defined in § 101.13(1), a main dish
product as defined in § 101.13(m), or
food intended specifically for use by
infants and children less than 2 years of
age, contains more than 13.0 g of fat, 4.0
g of saturated fat, 60 milligrams {mg) of
cholesterol, or 480 mg of sodium per
reference amount customarily
consumed, per labeled serving, or, for a
food with a reference amount
customarily consumed of 30 g or less or
2 tablespoons or less, per §50°g {for
dehydrated foods that must have water
added to them before typical
consumption, the per 50 g criterion
refers to the “‘as prepared” form), then
that food must disclose, as part of the
referral statement, that the nutrient
exceeding the specified level is present
in the food as follows: “See [appropriate
panell for information about {nutrient
requiring disclosure] and other
nutrients,” e.g., “See side panel for
information about total fat and other
nutrients.”

(2) If a food is a meal product as
defined in §101.13(1), and contains
more than 26 g of fat, 8.0 g of saturated
fat, 120 mg of cholesterol, or 860 mg of
sodium per labeled serving, then that
food must disclose, in accordance with
the requirements as provided ir
paragraph (h){(1) of this section, that the
nutrient exceeding the specified leve is
present in the food.

(3) if a food is a main dish product 4s
defined in § 101.13(m}, and contains
maore than 19.5 g of fat, 6.0 g of saturated
fat, 90 mg of cholesterol, or 720 mg of
sodium per labeled serving, then that
food must disclose, 1n accordance with
the requirements as provided in
paragraph (h}(1) of this section, that the
nutrient exceeding the specified level is
present in the foog.
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(i) Except as provided in §101.9 or in
paragrayh (q)(3) of this section, the label
or labeling of a product may contain a
statement about the amount or
percentage of a nutrient if:

(1) The use of the statement on the
food implicitly characterizes the level of
the nutrient in the food and is
consistent with a definition for a claim,
as provided in subpart D of this part, for
the nutrient that the label addresses.
Such a claim might be, ‘“less than 10 g
of fat per servin'g;"

(2) The use of the statement on the
food implicitly characterizes the level of
the nutrient in the food and is not
consistent with such a definition, but
the label carries a disclaimer adjacent to
the gtatement that tha fond g not low in

or a good source of the nutrient, such as
“only 200 mg sodium per serving, not

a low sodium food.” The disclaimer
must be in easily legible print or type
and in a size no Jess than required by
§101.105(i) 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 disclaimer statement
shall be no less than one-half the size of
the claim but no smaller than one-
sixteanth of an inch;

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

(4) "'Percent fat free” claims are not
authorized by this paragraph. Such
claims shall comply with § 101.62(b)(8).

(i) A food may Eear a statement that
comparss the level of a nutrient in the
food with the level of a nutrient in a.
reference food. These statements shall
be known as “relative claims’ and
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 food must be compared
to an amount of nutrient in an
appropriate reference food as specified
below.

(i)(A or “less” {or “fewer”) and
“mor ” claims, the reference food may
.  a dissimilar food within a product
category that can generally be
substituted for one another in the diet
(e.g., potato chips as reference for
pretzels) or a similar food (e.g., potato
chips as reference for potato chips).

(g) For “light,” “reduced,” “added,”
“fortified,” and *“‘enriched” claims, the
reference food shall be a similar food
(potato chip reference for potato chip),

and
(if)(A) For “light” claims, the
reference food shall be representative of

the type of food that includes the
product that bears the claim. The
nutrient value for the reference food
shall be representative of a broad base
of foods of that type; e.g., a value in a
representative, valid data base; an
average value determined from the top
three national (or regional) brands, a
market basket norm; or, where its
nutrient value is representative of the
food type, a market leader. Firms using
such a reference nutrient value as a
hasis for a claim, are required to provide
specific information upon which the
nutrient value was derived, on request,
to consumers and appropriate regulatory
officials.

(B) For relative claims other than
“light,” including “less"” and *‘more”
claims, the reference feod may be the
same as that provided for “light” in
paragraph (5)}(1)(ii}(A) of this section or
it may be the marniufacturer’s regilar
product, or that of anether
manufacturer, that has been offered for
sale to the public on a regular basis for
a substantial period of time in'the same
geographic area by the same business
entity or by one entitled to use its trade
name. The nutrient valie(s) for a single
manufacturer’s product shall be the
value declared in nutrition labeling on
the product. .

(2) For foods bearing relative claims:

(i) The label or labeling must state the
identity of the reference food énd the
percentage (or fraction) of the amount of
the nutrient in the reference food by .
which the nutrient has been modified,
(e.g., 50 percent less fat than (reference
food)” or “1/3 fewer calories than
(reference food)"),

(ii) This information shall be
immediately adjacent to the most
prominént claim. The type size shall be
in accordance with paragraph (g)(1) of
this section. '

(iii) The determination of which use
of the claim is in the most prominent
location on the label or labeling will be
made based on the following factors,
considered 1n order:

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

(B) A claim elsewhere on the
principal display panel;

(C) A claim on the information panel;
or

{D) A claim elsewhere on the labe] or
labeling.

(iv) The label or labeling must also
bear:

{A) Clear and concise quantitative
information comparing the amount of
the subject nutrient in the product per
labeled serving with that in the
reference food; and

(B) This statement shall appear
adjacent to the most prominent claim or
on the information panel.

(3) A relative claim for decreased
levels of a nutrient may not be made on
the labe! or in labeling of a food if the
nutrient content of the reference food
meets the requirement for a “low” claim
for that nutrient (e.g.. 3 g fat or Jess).

The term “modified”’ may be used
in the statement of identity of a food
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 (o.g., “Modified fat cheesecake").
This statement of identity must be
immediately followed by the

mrrr e mablasn abadaidmet ook o

COmparauve staieniont sucn as
‘‘Contains 35 percent less fat than

." The label or labeling must
also bear the information required by
paragraph (j}{2) of this section in the
manner prescribed.

(1) For purposes of making a claim, a
“meal product shall be'defined as a food
that:

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

(i) Weighing at least 10 ounces (0z)
per labeled serving; and -

(ii) Containing not less then 40 g for
each of et least 3 different foods from 2
or more of the following 4 food groups
except as noted in pardagraph (1)(1)(ii)}(E)
of this section:

{A) Bread, cereal, rice, and pasta

oup;
gr(BFFﬂ.lits and vegetables group;
{C) Milk, yogurt, and cheese group:;
(D) Meat, poultry, fish, dry beans,
eggs, and nuts group; except that;

) These foods sﬁall not be-sauces -
{except for foods in the above four food
groups that are in the sauces), gravies,
condiments, relishes, pickles, olives,
jams, jellies, syrups, breadings or
garnishes; and

{2) Is represented as, or is in a form
commonly understood to be, a breakfast,
lunch, dinner, or meal. Such
representations may be made either by
statements, photographs, or vignettes,

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

(1) Makes a major contribution to a
meal by

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

(ii) Containing not less than 40 g for
each of at least two different foods fron
two of the following four food groups
except as noted in paragraph (IN1)(ii}(E
of this section:

(A) Bread, cereal, rice, and past~

group;
(BFFruits and vegetables group;
(C) Milk, yogurt, and cheese group;
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(D) Meat, poultry, fish, dry beans,
»ggs, and nuts groups; except that:

f(%E) These foods sgall not be sauces
{except for foods in the above four foed
groups that are in the sauces) gravies,
condiments, relishes, pickles, olives,
jams, jellies, syrups, breadings, or
garnishes; and

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

}(n) Nutrition labeling in accordance
with §101.9 or § 101.10, as applicable
shall be provided for any foed for which
a nutrient content claim is made.

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

{p)(1) Unless otherwise specified the
reference amount customarily
consumed set forth in § 101.12(b)
through (f) shall be used in determining
whether a product meets the criteria for
a nutrient content claim. If the serving
size declared on the product label
differs from the reference amount
customarily consumed, and the amount
of the nutrient contained in the labeled
serving does not meet the maximum or
minimum amount criterion in the
definition for the descriptor for that
nutrient, the claim shall be followed by
the criteria for the claim as required by
§101.12(g} (e.g., “very low sodium, 35
mg or less per 240 milliliters (8 fl 0z.)").

{2) The criteria for the claim shall be
immediately adjacent to the most
prominent claim in easily legible print
or type and in a size in accordance with
paragraph (g)(1) of this section.

(q) The following exemptions apply:

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

{2) A soft drink that used the term
““diet” as part of its brand name before
October 25, 1989, and whose use of that
term was in compliance with § 105.66 of
this chapter as that regulation appeared
in the Code of Federal Regulations on
that date, may continue to use that term

as part of its brand name, provided that
its use of the term is not false or
misleading under section 403(a) of the
act. Soft drinks marketed after October
25, 1989, may use the term “diet”
provided they are in compliance with
the current § 105.66 of this chapter;

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

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

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

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

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

(i) Such claim is exempt from the
requirements for disclosure statements
in paragraphs (g) and (h) of this section
and §§ 101.54(d), 101.62(c), (d)(1){ii)(C),
{d)(2)(ii)(C), (d)(3), (d)(4)(ii}(C), and
(d)(5)(ii){C): and

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

(iii) A term or symbol that may in
some contexts constitute a claim under
this section may be used, provided that

.the use of the term or symbol does not

characterize the level of a nutrient, and
a statement that clearly explains the
basis for the use of the term or symbol
is prominently displayed and does not
characterize the level of a nutrient. For
example, a term such as “lite fare”
followed by an asterisk referring to a
note that makes clear that in this
restaurant “lite fare’’ means smaller
portion sizes than normal; or an item
bearing a symbol referring to a note that
makes clear that this item mests the
criteria for the dietary guidance
established by a recognized dietary
authority would not be considered a
nutrient content claim under § 101.13.

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

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

{8) The term *‘fluoridated,” **fluoride
added"” or “with added fluoride” may
be used on the label or in labeling of
bottled water that contains added
fluoride.

§101.25 [Removed]

6. Section 101.25 Labeling of foods in
relation to fat and fatty acid and
cholesterol content is removed from
subpart B

7. New subpart D, consisting of
§§101.54 through 101.69, is added to
read as follows:

Subpart D—Specific Requirements for
Nutrient Content Claims

Sec.

101.54 Nutrient content claims for "good
source,” “high,” and “more.”

101.56 Nutrient content claims for “light"
or “‘lite.”

101.60 Nutrient content claims for the
calorie content of foods.

101.61 Nutrient content claims for the
sodium content of foods.

101.62 Nutrient content claims for fat, fatty
acid, and cholesterol content of foods.

101.65 Implied nutrient content claims and
related label statements.

101.69 Petitions for nutrient content c.aims.
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Subpart D—Specific Require~ nts for
Nutrient Content Claims

§101.54 Nutrient content cieims for “good
source,” “high,” and “more.”

{a) General requirements. Except as
provided in paragraph {e) of this
section, a claim about the level of a
nutrient in a food in relation to the
Reference Daily Intake (RD}) established
for that nutrient in § 101.9(c)(8)(iv} or
Daily Reference Value {DRV) established
for that nutrient in § 101.9(c)(9),
{excluding total carbohydrates) may
only be made on the label and in
labeling of the food il:

{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
nutrient content claims in §101.13; and

(3) The food for which the claim is
made is labeled in accordance with
§101.9 or § 101,10, where applicable.

{b) “High” claims. (1} The terms
“high,” “rich in,” or “excellent'source
of”’ may be used on the label and in the
labeling of foods, except meal products
as defined in §101.13(1) and main dish
products as defined in § 101.13(m),
provided that the food contains 20
percent or more of the RDI or the DRV
per reference amount customarily
consumed.

(2) The terms defined in paragraph
(b)(1) of this section may be used on the
label and in the labeling of meal
products as defined in § 101.13(!) and
main dish products as defined in
§101.13(m), provided that:

{i} The product contains a food thst
meets the definition of “high” in
parag aph (b){1) of this section; and

{ii) The label or labeling clearly
identifies the food that is the subject of
the claim (e.g., the serving of broccoli in
this product is high in vitamin C).

(¢} “Good Saurce” claims. (1) The
terms “‘good source,” “contains,” or
“provides’ may be used on the label or
in the labeling of foods, except meal
products as described in § 101.13(1) and
a main dish product as defined in
§101.13(m), provided that the food
contains 10 to 19 percent of the RDI or
the DRV per reference amount
customarily consumed.

{2) The terms defined in paragraph
(¢}(1) of this section may be used on the
label and in the labeling of meal
products as defined in § 101.13(1) and
main dish products as defined in
101.13(m]}, provided that:

{i} The product contsins a food that
meets the definition of “gocd source”™ in
paragraph (c)(1) of this section; and

(ii} The label or lsbeling clearly
ifdentifies the food that is the subject of

the claim {e.g., the serving of sweet
potatoes in this product is a “'good
source”’ of fiber).

(d) “Fiber” claims. (1) I a nutrient
content claim is made with respect to
the level of dietary fiber, that is, that the
product is high in fiber, a good source
of fiber, or that the food contains
“more” fiber, and the food is not “low”
in total fat as defined in § 101.62(b)(2)
or, in the case of a meal product, as
defined in § 101.13(}), or main dish
product, as defined in § 101.13(m), i3
not “low"” in total fat as defined'in
§101.62(b)(3), then the label shall
disciose the level of toial fai per iabeled
serving.

(2) 16}19 disclosure shall appear in
immediate proximity to such claim, be
in a type size no less than one-half the
size of the claim and precede the

referral statement required in § 101.13(g).

(e.g., “contains [x amount] of total fat
per serving. See {appropriate panel} for
nutrition information”).

(e) "More claims.” (1) A relative claim
using the terms “more,” “fortified,”
“enriched,” and “added” may be used
on the label or in labeling to describe
the level of protein, vitamins, minerals,
dietary fiber, or potassium in a food,
except as limited by § 101.13(j)(1)(i) and
except meal products as defined in
§ 101.13(1) and main dish products as
defined in § 101.13{m), provided that:

(i) The food contains at least 10
percent more of the RDI for protein,
vitamins, or minerals or of the DRV for
dietary fiber or potassium (expressed as
a percent of the Daily Value) per
reference amount customarily
consumed than an appropriate reference
food; and

(ii) Where the claim is based on a
nutrient that has been added to the food,
that fortification is in accordance with
the policy on fortification of foods in
§ 104.20 of this chapter; and

(iii) As required in § 101.13(j}{2) for
relative claims:

(A} The identity of the reference food
and the percentage (or fraction) that the
nutrient was increased relative to the
RDI or DRV are declared in immediate
proximity to the most prominent such
claim (e.g., ‘contains 10 percent more of
the Daily Value for fiber than white
bread”'); and

(B) Quantitative information
comparing the level of the nutrient in
the product per labeled serving, with
that of the reference food that it replaces
is decicred adjacent o the most
prominent claim or on the information
panel (e.g., “Fiber content of white
bread is 1 gram (g} per serving; {this
product) 3.5 g per serving'’).

(2} A relative claim using the terms
“more,” “fortified,” “enriched,” and

“*added’ may be used on the label or in
labeling to describe the level of protein,
vitamins, minerals, dietary fiber or
potassium, except as limited in
§101.13(j}(1)(i), in meal products as
defined in § 101.13(1) or main dish
products as defined in § 101.13(m),
provided that:

(i) The food contains at least 10
percent more of the RDI for protein,
vitamins, or minerals or of the DRV for
dietary fiber or potassium (expressed as
a percent of the Daily Value) per 100 g
of food than an appropriate reference
food.

{ii} Where the claim is based on a
nutrient that has been added to the food,
that fortification is in accordance with
the policy on fortification of foods in
§ 104.20 of this chapter; and

(iii) As required in § 101.13(j}(2) for
relative claims:

{A) The identity of the reference food
and the percentage (or fraction) that the
nutrient was increased relative to the
RDI or DRV are declared in immediate
proximity to the most prominent such
claim (e.g., “‘contains 10 percant more of
the Daily Value for fiber per 3 oz than
does ‘X brand of product’”’), and

{B) Quantitative information
comparing the level of the nutrient in
the product per specified weight, with
that of the reference food that it replaces
is declared adjacent to the most
prominent claim or on the information
panel (e.g., “the fiber content of 'X
brand of product’ is 2 g per 3 oz. This
product contains 4.5 g per 3 oz”).

§101.56 Nutrient content claims for “light”
or “lite.”

(a) General requirements. A claim
using the term “light” or “lite” to
describe a food may only be made on
the label and in labeling of the food 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
nutrient content claims in § 101.13; and

{3) The food is labeled in accordance
with § 101.9, § 101.10, or § 101.3§,
where applicable.

{b) “Light"” claims. The terms “light”’
or “lite” may be used on the label or in
the labeling of foods, except meal
products as defined in §101.13(1) and
main dish products as defined in
§101.13{m), without further
qualification, provided that:

(1) If the food derives 50 percent or
more of its calories from fat, its fat
content is reduced by 50 percent or
maore per reference amount customarily
consumed compared to an appropriate
reference food as specified in
§101.13(j)(1); or
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(2} If the food derives less than 50
percent of its calories from fat:

(i) The number of calories is reduced
by at least one-third (33 1/3 percent) per
reference amount customarily
consumed compared to an appropriate
reference food;.or ;

(ii) Its fat content is reduced by 50
percent or more per reference amount
customarily consumed compared to the
reference food that it resembles or for
which it substitutes as specified in
§101.13()(1); and

{3) As required in § 101.13(j}{(2) for
relative claims:

(i) The identity of the reference food
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 our regular cheese cake’);

(ii) Quantitative information
comparing the level of calories and fat
content in the product per labeled
serving size, with that of the reference
food that it replaces is declared adjacent
to the most prominent claim or on the
information panel (e.g., lite cheese
cake—200 calories, 4 grams (g) fat;
regular cheese cake—300 calories, 8 g
fat per serving); and

(1ii) If the labeled food contains less
than 40 calories or less than 3 g fat per
reference amount customarily
consumed, the percentage reduction for
that nutrient need not be declared.

{4) A “'light” claim may not be made
on a food for which the reference food
meets the definition of “low fat” and
“low calorie.”

{©)(1)(i) A product for which the
reference food contains 40 calories or
less and 3 g fat or less per reference
amount customarily consumed may use
the term “light” or “lite” without
further qualification if it is reduced by
50 percent or more in sodium content
compared to the reference food; and

(ii} As required in § 101.13(j)(2) for
relative claims:

(A) The identity of the reference food
and the percent (or fraction) that the
sodium was reduced shall be declared
in immediate proximity to the most
prominent such claim {e.g., 50 percent
less sodium than our regular soy sauce);
and

(B) Quantitative information
comparing the level of sodium per
labeled serving size with that of the
reference food it replaces is declared
adjacent to the most prominent claim or
on the information panel (e.g., “lite soy
sauce 500 milligrams (mg) sodium per
serving, regular soy sauce 1,000 mg per
serving”’).

{(2)(i) A product for which the
reference food contains more than 40

calories or more than 3 g fat per
reference amount customarily
consumed may use the term “light in
sodium” or “lite in sodium” if it is
reduced by 50 percent or more in
sodium content compared to the
reference food, provided that “light” or
“lite” is presented in immediate
proximity with *“in sodium’’ and the
entire term is presented in uniform type
size, style, color, and prominence; and

{ii) As required in § 101.13(j)(2) for
relative claims:

{A) The identity of the reference food
and the percent (or fraction) that the
sodium was reduced shall be declared
in immediate proximity to the most
prominent such claim {e.g., 50 percent
less sodium than our regular canned
peas); and

(B) Quantitative information
comparing the level of sodium per
labeled serving size with that of the
reference food it replaces is declared
adjacent to the most prominent claim or
on the information panel (e.g., “'light
canned peas, 175 milligrams (mg)
sodium per serving, regular canned peas
350 mg per serving.”)

(iii) Except for meal products as
defined in § 101.13(1) and main dish

* products as defined in § 101.13(m), a

“light in sodium” claim may not be
made on a food for which the reference
food meets the definition of ““low in
sodium”’, h

{d)(1) The terms “light” or "lite” may
be used on the label or in the labeling
of a meal product as defined in
§101.13(1) and a main dish product as
defined in § 101.13(m), provided that:

(i) The food meets the definition of:

(A) “Low in calories” as defined in
§101.60(b)(3); or

(B) “Low in fat” as defined in
§101.62(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.

(d)(2)(i) The term “light in sodium™ or
“lite in sodium’ may be used on the
label or in the labeling of a meal product
as defined in § 101.13(}) and a main dish
product as defined in § 101.13(m),
provided that the food meets the
definition of “low in sodium” as
defined in § 101.61(b)(5)(i); and

(ii) “Light” or “lite” and “in sodium"
are presented in uniform type size,
styls, color, and prominence.

(8) Except as provided in paragraphs
{b) through (d) of this section, the term
“light” or “lite” may not be used to refer
to a food that is not reduced in fat by

50 percent, or, if applicable, in calories
by 1/3 or, when properly qualified, in
sodium by 50 percent unless:

(1) It describes some physical or
organoleptic attribute of the food such
as texture or color and the information
{e.g., “light in color” or “light in
texture™) so stated, c}earlg conveys the
nature of the product; an

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

() If a manufacturer can demonstrate
that the word “light”’ has been
associated, through common use, with a
particular food to reflsct a phiysical or
organoleptic attribute (e.g., light brown
sugar, light corn syrup, or light
molasses) to the point where it has
become part of the stalement 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 food as
described in § 101.13(j)(1)(i)(B) and
()(1)(ii)(B), provided that if the product
is not “low in sodium’ as defined in
§ 101.61(b)(4), the statement “not a low
sodium food,” shall appear on the
information panel ang the information
on the label or labeling as specified in
§101.13(j)(2).

§101.60 Nutrient content claims for the
calorie contant of foods.

(a) General requirements. A claim
about the calorie content of a food may
only be made on the label or in the
labeling of the food 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
nutrient content claims in § 101.13; and

(3) The food for which the claim is
made is labeled in accordance with
§101.9 or § 101.10, where applicable.

{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
calories’ may be used on the label or in
the labeling of foods, provided that:

{i) The food contains less than 5
calories per reference amount
customarily consumed; and

(ii) As required in § 101.13(e)(2), if the
food meets this condition without the
benefit of special processing, alteration,
formulation, or reformulation to lower
the caloric content, it is labeled to
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calories,” “low source of calories,” or
“low in calories” may be used on the
label and in labeling of foods, except
meal products as defined in § 181.13(1)
and main dish products as defined in
§ 101,13¢m), provided that:

(i) The food has a reference amount
customarily consumed greater than 30
grams (g) or greater than 2 tablespoons
and does not provide more than 40
calories per reference amount
customarily consumed; or

{ii) The food has a reference amount
customarily consumed of 30 g or less or
2 tablespoans or less and does not
provide more than 40 calories per
refoerence amount customarily
consumed and, except for sugar
substitutes, per 50 g (for dehydrated
foods that are typically consumed when
rehydrated with only water, the per 50
g criterion refers to the “as prepared”
form}; and

{iii) If a food meets these conditions
without the benefit of spacial
processing, alteration, formulation, or
reformulation to vary the saloric
content, it is labeled to clearly refer to
all foods of its type and not merely to
the particular brand to which the label
- attachss {e.g., “celery, a low calorie
food").

(3) The terms defined in paragraph
{b)(2) of this section may be used on the
label or in labeling of meal products as
defined in §101,13(1) or main dish
products as defined in § 101.13(m),
provided that:

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

(ii) If the product meets this condition
without the benefit of special
processing, alteration, formulation, or
reformulation to lower the calorie
content, it is labeled to clearly refer to
all foods of its type and not merely to
the particular brand to which it
attaches.

{4) The terms “reduced calorie,”
“reduced in calories,” “calorie
reduced,” ‘“‘fewer calories,” ““lower
calorie,” or “lower in calories” may be
used on the label or in the labeling of
foods, except as limited by
§ 101.13(j)(1)(i) and except meal
products as defined in §101.13(1) and
main dish products as defined in
§101.13(m), provided that:

(i) The food contains at least 25
percent fewer calories per reference
amount customarily consumed than an
appropriate reference food as described
in § 102.13()}(1); and -

in immediate proximity to the most
prominent such claim {e.g., reduced
caiorie c;xlfaiakes “331/3 psme%: fe\;ar
calories than regular cupcakes™); an

(B) Quantitative Information
comparing the level of the nutrient in
the product per labeled serving with
that of the reference food that it replaces
is declared adjacent to the most
prominent claim or on the infarmation
panel (e.g., “‘calorie content has been
reduced from 150 to 100 calories per
serving’’).

(iilil))%‘laims described in paragraph
{b)(4) of this section may not be made
on the label or labeling of foods if the
reference food meets thé definition for
“low calarie.”

(5) The terms defined in paragraph
(b){4) of this section may be used on the
label or in the labeling of meal products
as defined in § 101.13{1) and main dish
products as defined in §101.13(m),
provided that:

(i) The food contains at least 25
percent fewer calories per 100 g of food
than an appropriate reference food as
described in § 101.13(j)(1); and

(i} As required in § 101.13(j}(2) for
relative claims:

{A) The identity of the reference food
and the percent {or fraction) that the
calorias have been reduced are declared
in immediate proximity to the most
prominent such claim (e.g., Larry’s
Reduced Calorie Lasegna, “25 ent
fewer calories per oz (or 3 oz) than our
regular Lasagna™); and

%g) Quantitative information
comparing the level of the nutrient in
the product per specified weight with
that of the reference food that it replaces
is declared adjacent to the most
prominent claim or on the information
panel (e.g., calorie content has been
reduced from 108 calories per 3 oz to 83
calories per 3 0z).

{iii) Clgims described in paragraph
{b}(5) of this section may not be made
on the label or labeling of food if the
reference food meets the definition for
“low calorie.”

(c) Sugar content cluims—(1) Use of
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.” Consumers may reasonably be
expected to regard terms that represent
that the food contains no sugars or
sweeteners o.g., “sugar free,” or “no
sugar,” as indicating a product which is
low in calaries or significantly reduced

and Regulations
in calories. Consequantly, except as
provided in paragraph (c}{2) of this
section, a food may not be labeled with
such terms unless:

(i) The food contains less than 0.5 g
of sugars, as defined in § 101.8(c)(6){il),
per reference amount customarily
consumed or in the case of a meal
D g o gt po bl serving: and
0.5 g of d a6 ; an

(i?) Th‘e“mygmams nomant
that is a or that is generally
understood by consumers to contain
sugars unless the listing of the

- ingredient in the ingredient statement is

followed by an asterisk that refers to the
statement balow the list of ingredients,
which states “adds a trivial amount of
suger,” “‘adds a negligible amount of
sugar,” or “adds a dietarily insignificant
amount of sugar;” and

(iii)(A) It is “low calorie’” or
“reduced calorie” or hears a-relative
claim of special dietary usefulness
labeled in compliance with paragraphs
(b}(2), (bX3), (b)(4), or (b)(5) of this
section; er

(B) Such term is immediately
accompanied, each time it is used, by
gither the statement “not & reduced
calarie foed,” ‘“not a low calorie food,”
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
§ 101.9(c){B)Nii), or any othar ingredient
that contains sugars that imctionally
substitute for added sugars is added
during processing or ; and

{ii) Product does not contain an
ingredient containing added sugars such
as (jiam, jelly, or concentrated fruit juice;
an

(iii) The sugars content has not been
increased abeve the amount present in
the ingredients by some means such as
the use of enzymas, except where the
intended functional effect of the process
is not to increase the sugars cantent of
a food, and a functionally insignificant
increase in sugars results; and

{iv) The food that it resembles and for
which it substitutes normally contains
added sugars; and

(v) The product bears a statement that
the food is not “low calorie” or *‘calecrie
reduced’’ (unless the food meets the
requirements for a “low” or “reduced
calorie” food) and that directs
consumers’ attention to the nutrition
panel for further information on sugar
and calarie content.

(3) Paragraph (c}(1) of this section
shall not apply to a factual statement
that a food, including foods intended
specifically for infants and children less
than 2 years of age, is unsweetened or
contains no added sweeteners in the
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case of a food that contains apparent
substantial inherent sugar content, e.g.,
juices.

(4) The terms “reduced sugar,”
“reduced in sugar,” “sugar reduced,”’
“less sugar,” “lower sugar” or “lower in
sugar’ may be used on the label or in
labeling of foods, except meal products
as defined in §101.13(1) and main dish
products as defined in § 101.13(m),
provided ihat:

(i) The food contains at least 25
percent less sugar per reference amount
customarily consumed than an
appropriate reference food as described
in §101.13(j)(1); and

(ii} As required in § 101.13(j)(2) for
relative claims:

{A) The identity of the reference food
and the percent (or fraction) that the
sugar has been reduced are declared in
immediate proximity ta the most
prominent such claim {e.g., “these com
flakes contain 25 percent less sugar than
our sugar coated corn flakes’’}; and

(B) Quantitative information
comparing the level of the sugar in the
product per labeled serving with that of
the reference food that it replaces is
declared adjacent to the most prominent
claim or on the information panel (s.g.,
“Sugar content has been lowered from
8 g to 6 g per serving™).

(5) The terms defined in paragraph
(c)(4) of this section may be used on the
label or in the labeling of a meal product
as defined in § 101.13(1) and a main dish
product as defined in §101.13(m),
provided that:

{i) The food contains at least 25
percent lass sugars per 100 g of food
than an appropriate reference food as
described in § 101.13(j)(1), and

(ii) As required in § 101.13(j)(2) for
relative claims;

(A) The identity of the reference food
and the percent {or fraction) that the
sugars have been reduced are declared
in immediate proximity to the most
prominent such claim (e.g., reduced
sweet and sour shrimp dinner, ““25
percent less sugar per 3 oz than our
regular sweet and sour shrimp dinner”);
and

(B) Quarntitative information
comparing the level of the nutrient in
the product per specified weight with
that of the reference faod that it replaces
is declared adjacent to the most
praminent claim or on the information
panel (e.g., sugar content has been
reduced from 17 g per 3 oz te 13 g per
3 oz).

§101.61 HNutrient content claims for the
sodium content of foods.

{a} General requirements. A claim
about the level of sodium in a food may

only be made on the label and in the
labeling of the food 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
nutrient content claims in § 101.13; and

(3) The food for which the claim is

made is labeled in accordance with
£101 0 ar R1N11 10 whara annlirahla
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(b) “Sodium content claims.” (1) The
terms “sodium free,” “fres of sodium,”
*“no sodium,” *zero sodium,” “without
sodium,” “trivial source of sodium,”
“negligible source of sodium,” or
*dietary insignificant source of sodium"”
may be used on the label or in the
labeling of foods, provided that:

{i) The food contains less than 5
milligrams (mg) of sodium per reference
amount customarily consumed or in the
case of a meal produect or a main dish
product less than 5 mg of sedium per
labeled serving; and

(ii) The food contains no ingredient
that is sodium chloride or is generally
understood by consumers to contain
sodium, unless thé listing of the
ingredient in the ingredient statement is
followed by an asterisk that refers to the
statement below the list of ingredients,
which states: *“Adds a trivial amount of
sodium,” “adds a igible amount of
sodium" or “adds a dietarily
insignificant amount of sodium;" and

(i11) As required in § 101.13(e)(2} if the
food meets these conditions without the
benefit of special processing, alteration,
formulation, er reformulation to lower
the sodium conten, it is labeled to
disclose that sodium is not usually
present in the food {e.g., “leaf lettuce, a
sodium free food™).

(2) The terms *‘very low sodium,” or
“very low in sodium,” may be used on
the label and in labeling of foods, except
meal products as defined in § 101.13(1)
and main dish products as defined in
§101.13(m), provided that:

(i{{(A) The tood has a reference
amount customarily consumed greater
than 30 grams (g) or greater than 2
tablespoons and contains 35 mg or less
sodium per reference amount
customarily consumed; or

(B) The food has a reference amount
customarily consumed of 30 g or less or
2 tablespoons or less and contains 35
mg or less sodium per reference amount
customarily consumed and per 50 g (for
dehydrated foods that are typically
consumed when r: hydrated with only
water the per 50 g refers to the “as
prepared” form);

(ii) If the food meets these conditions
without the benefit of special
processing, alteration, formulation, or
reformulation to vary the sodium

a | W DA TP DI TR SO

content, it is labeled to clearly refer to
all foods of its type and not merely to
the particular brand to which the label
attaches (e.g., “potatoes, a very low-
sodium food"). -

{3) The terms defined in paragraph
{(b)(2) of this section may be used on the
label and in labeling of meal products
as defined in § 101.13(1) and main dish
products as defined in § 101.13(m),

o 3 Xk,
proviaed: wai:

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

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

{4} The terms “low sodium,” or "low
in sodium,” “little sodium,” “contains a
small amount of sodium,” ar “Jow
source of sodium” may be used on the
label and in the labeling of foeds, except
meal products as defined in § 101.13(1)
and main dish products as defined in
§ 101.13{m), provided that:

(i)(A) The E)od has a reference
amount customarily consumed greater
than 30 g or greater than 2 tablespoons
and contains 140 mg or less sodium per
reference amount customarily
consumed; or

{B) The food has a reference amount
customarily consumed of 30 g or less or
2 tablespoons or less and contains 140
mg or less sodium per reference amount
custamarily consumed and per 50 g (for
dehydrated foods that are typically
consumed when rehydrated with only
water, the per 50 g criterion refers to the
“as prepared’’ form); and

(iS if the food meets these conditions
without the benefit of special
processing, alteration, formulation, or
reformulation to vary the sodium
content, it is labeled to clearly refer to
all foods of its type and not merely to
the particular brand to which the {Vabel‘M
attaches {e.g., “fresh spinach, a low
sodium food™"); and

(5) The terms defined in paragraph
{b}(4) of this saction may be used on the
label and in labeling of meal products
as defined in §101.13(1) and main dish
products as defined in § 101.13(m),
provided that:

(i} The preduct contains 140 mg or
less sodium per 100 g; and

{ii} If the product meets these
conditions without the benefit of special
processing, alteration, formulation, or
reformulation to lower the sodium
content. it is labeled to clearly refer to
all foods of its type and not merely to
the particular brand to which the label
attaches,
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{6) The terms “reduced sodium,”
“reduced in sodium,” “sodium
reduced,” ““less sodium,” “lower
sodium," or “lower in sodium™ may be
used on the label or in labeling of foods,
except meal products as defined in
§101.13(1) and main dish products as
defined in § 101.13(m), provided that:

(i) The food contains at least 25
percent less sodium per reference
amount customarily consurmed than an
appropriate reference food as described
in § 101.13(j)(1).

(ii) As required for § 101.13(j)(2) for
relative claims:

(A) The identity of the reference fond
and the percent (or fraction) that the
sodium has been reduced are declared
in immediate proximity to the most
prominent such claim {e.g., “reduced
sodium . 50 percent less
sodium than regular *); and

(B) Quantitative information
comparing the level of the sodium in the
product per labeled serving with that of
the reference food that it replaces is
declared adjacent to the most prominent
claim or on the information panel (e.g.,
“sodium content has been lowered from
300 to 150 mg per serving”).

(iii) Claims described in paragraph
{b}(6) of this section may not be made
on the label or in the labeling of a fond
if the nutrient content of the reference
food meets the definition for “low
sodium.”

{7) The terms defined in paragraph
{b)(5) of this section may be used on the
label or in the labeling of meal products
as defined in § 101.13(]) and main dish
products as defined in § 101.13(m),
provided that:

(i) The food contains at least 25
percent less sodium per 100 g of food
than an appropriate reference food as
described in § 101.13(j)(1), and

{ii) As required in § 101.13(j}(2) for
relative claims:

(A) The identity of the reference fooc
and the percent (or fraction) that the
sodium has been reduced are declared
in immediate proximity to the most
prominent such claim (e.g., reduced
sodium eggplant parmigiana dinner *30
percent less sodium per oz (or 3 oz} than
our regular eggplant parmigiana
dinner”).

{B) Quantitative information
comparing the level of sodium in the
product per specified weight with that
of the reference food that it replaces is
declared adjacent to the most prominent
claim or on the information panel (e.g.,
sodium content has been reduced from
217 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 the labeling of a food
. if the nutrient content of the reference

food 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
misleading.

(1) The term *‘salt free” may be used
on the label or in labeling of foods only
if the food is “sodium free” as defined
in paragraph (b)(1) of this section.

(2) Tﬁe terms *‘unsalted,” “without
added salt,” and “no salt added” may be
used on the label or in labeling of foods
only if:

(i) No salt is added during processing,

{ii) The food that it "resem%)ﬁas and for
which it substitutes is normally
processed with salt; and

(iii) If the food is not sodium free, the
statement, *‘not a sodium free food" or
*“not for control of sodium in the diet”
appears on the information panel of the
food bearing the claim.

(3) Paragraph (c}(2) of this section
shall not apply to a factual statement
that a food interided specifically for
infants and children less than 2 years of
age is unsalted, provided such statement
refers to the taste of the food and is not
otherwise false and misleading.

§101.62 Nutrient content claims for fat,
fatty acid, and cholesterol content of foods.

{a) General requirements. A claim
about the level of fat, fatty acid, and
cholesterol in a food may only be made
on the label or in the labeling of foods
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
nutrient content claims in § 101.13; and

(3) The food for which the claim is
made is labeled in accordance with
§101.9 or § 101.10, where applicable.

(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 foods, provided that:

{i)} The food contains less than 0.5
gram (g) of fat per reference amount
customarily consumed or in the case of
a meal product or main dish product
less than 0.5 g of fat per labeled serving;

(ii) The food contains no added
ingredient that is a fat or is generally
understood by consumers to contain fat
unless the listing of the ingredient in the
ingredient statement is followed 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) As required in § 101.13(e)(2), if
the food meets these conditions without
the benefit of special processing,
alteration, formulation, or reformulation
to lower fat content, it is labeled to
disclose that fat is not usually present
in the food {e.g., “broceoli, a fat free
food”).

(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 foods,
except meal products as defined in
§101.13(1) and main dish products as
defined in § 101.13(m), provided that:

{(i)(A) The food has a reference
amount customarily consumed greater
than 30 g or greater than 2 tablespoons
and contains 3 g or less of fat per
reference amount customarily
consumed,; or

(B) The food has a reference amount
customarily consumed of 30 g or less or
2 tablespoons or less and contains 3 g
or less of fat per reference amount
customarily consumed and per 50 g of
food (for dehydrated foeds that are
typically consumed when rehydrated
with only water, the per 50 g criterion
refers to the “‘as prepared” form); and .

(ii) If the food meets these conditions
without the benefit of special
processing, alteration, formulation, or
reformulation to lower fat cantent, it is -
labeled to clearly refer to all foods of its
type and not merely to the particular
brand to which the label attaches (e.g.,
“frozen perch, a low fat food™}.

(3) The terms defined in paragraph
(b)(2) of this section may be used on the
label and in labeling of meal products
as defined in § 101.13(1) or main dish
products as defined in § 101.13(m),
provided that: '

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

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

{4) The terms “reduced fat,” *“reduced
in fat,” **fat reduced,” “less fat,” “lower
fat,” or “lower in fat” may be usoed on
the label or in the labeling of foods,
except meal products as defined in
§101.13(1) and main dish products as
defined in § 101.13(m), provided that:

{i) The food contains at least 25
percent less fat per reference amount
customarily consumed than an
appropriate reference food as described
in §101.13(j)(1); and
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(ii} As required in § 101.23{j)(2) for
relative claims:

(A) The identity of the reference food
and the percent (or fraction) that the fat
has been reduced and are declared in
immediate proximity to the most
prominent such claim (e.g., “reduced
fat—50 percent less fat than our regular
brownies”); and

(B) Quantitative information
comparing the level of fat in the product
per labeled serving with that of the
reference food that it replaces is
declared adjacent to the most prominent
claim or on the information panel (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 the labeling of a food
if the nutrient content of the reference
food 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 the labeling of meal products
as defined in § 101.13(1) and main dish
products as defined in § 101.13(m),
provided that:

(i) The food contains at least 25
percent less fat per 100 g of food than
an appropriate reference food as
described in § 101.13(j}(1); and

(ii) As required in § 101.13(j}(2) for
relative claims:

(A} The identity of the reference food
and the percent (or fraction) that the fat
has been reduced are declared in
immediate proximity to the most
prominent such claim (e.g., reduced fat
spinach souffle, “33 percent less fat per
3 oz than our regular spinach souffle”);
and

(B) Quantitative information
comparing the level of fat in the product
per spacified weight with that of the
reference food that it replaces is
declared adjacent to the most preminent
such claim or on the infarmation panel
{e.g., fat content has been reduced from
7.5 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 the labeling of a food
if the nutrient contenti cf the refarence
food mests the definition for “low fat.”

(6) The term « percent fat fres”
may be used on the labsl or in the
labeling of foods, provided that:

{i} The food meets the criteria for
“low fat” in paregraph {(b}(z) or (b)(3} cf
this section;

(ii) The percent of reduction end the
words “fat free” ars in uniform type
size; and

{iii) A ""100 percent fat free" claim
may bs made only on foods that meet
the criteria for “fat free” in paragraph
(b)(1) of this section, that contain less

than 0.5 g of fat per 100 g, and that
contain no added fat.

(c) “Fatty acid content claims.” The
label or labeling of foods that bear
claims with respect to the level of
saturated fat shall disclose the leve!l of
total fat and cholesterol in the food in
immediate proximity to such claim each
time the claim is made and in type that
shall be no less than one-half the size of
the type used for the claim with respect
to the level of saturated fat, Declaration
of cholestercl content may be omitted
when the food contains less than 2
milligrams (mg) of cholesterol per
reference amount customarily
consumed or in the case of a meal or
main dish product less than 2 mg of
cholesterol per labeled serving.
Declaration of total fat may be omitted
with the term defined in paragraph
{c)(1) of this section when the foced
contains 0.5 g or less of total fat per
reference amount customarily
consumed or, in the case of a meal
product or a main dish product, when
the product contains less than 0.5 g of
total fat per labeled serving. The
declaration of total fat may be omitted
with the terms defined in paragraphs
(c)(2) through (c)(5) of this section when
the food contains 3 g or less of total fat
per reference amount customarily
consumed or in the case of a meal
product or a main dish product, when
the product contains 3 g or less of total
fat per 100 g and not more than 30
percent calories from fat.

(1) The terms “saturated fat free,”
“free of saturated fat,” “no saturated
fat,” “zero saturated fat,” “without
saturated fat,” “trivial source of
saturated fat,” “negligible source of
saturated fat,” or “‘dietarily insignificant
source of saturated fat” may be used on
the label or in the labeling of foods,
provided that:

(i) The food contains less than 0.5 g
of saturated fat per reference amount
customarily consumed and the level of
trars fatty acids does not exceed 1
percent of the total fat, or in the case of
a meal product or main dish product,
less than 0.5 g of saturated fat per
labeled serving and the level of trans
fatty acids does not exceed 1 percent of
the total fat; and

{ii) The food contains no ingredient
that is generally understood by
consumers to contain saturated fat
unless the listing of the ingredient in the
ingredient statement is followed by an
asterisk that refers to the statement
below the list of ingredients which
states, “adds a trivial amount of
saturated fat,” “adds a negligible
amount of saturated fat,” or "‘adds a
distarily insignificant amount of
saturated fat:” and

{iii} As required in § 101.13(e)(2), if
the food meets these conditions without
the benefit of special processing,
alteration, formulation, or reformulatiol
to lower saturated fat content, it is
labeled to disclose that saturated fat is
not usually present in the food.

(2) The terms “low in saturated fat,”
“low saturated fat,"” “contains a small
amount of saturated fat,” *Jow source of
saturated fat,” or “a little saturated fat”
may be used on the label or in the
labeling of foods, except meal products
as definsed in § 101.13(]) and main dish
products as defined in § 101.13(m),
provided that:

(i) The food contains 1 g or less of
saturated fatty acids per reference
amount customarily consumed and not
more than 15 percent of calories from
saturated fatty acids; and

(ii) If a food meets these conditions
without benefit of special processing,
alteration, formulation, or reformulation
to lower saturated fat content, it is
labeled to clearly refer to all foods of its
type and not merely to the particular
brand to which the label attaches (s.g.,
“raspberries, a low saturated fat food’’).

(3) The terms defined in paragraph
(c}(2) of this section may be used on the
label or in the labeling of meal products
as defined in § 161.13(1) and main dish
products as defined in § 101.13(m),
provided that:

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

(ii) If the product meets these
conditions without the benefit of special
processing, alteration, formulation, or
reformulation to lower saturated fat
content, it is labeled to clearly refor to
all foods 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 fai,” or “lower in
saturatsd fat” may be used on the label
or in the labsling of foods, except as
limited by § 161.13(i{(1)G}{A) and excep*
meal products as defined in §101.13(1)
and main dish products as defined in
§161.12{m), provided that:

(1) The food contains at least 25
percent less saturated fat per reference
amount customarily consumed than an
appropriate referencs food as described
in §101.13(j)(1); and

(i1) As required in § 101,13(j)(2) for
relative claims:

(A} The identity of the reference food
and the percent (or fraction) that the
saturated fat was reduced are declared
in immediate proximity to the most
prominent such claim (e.g., “reduced



2120

Federal Register / Vol. 58, No. 3 / Wednesday, Januar’ 6, 1993 / Rules and Regulations

saturated fat. Contains 50 percent less
saturated fat than the national average
for nondairy creamers”); and

(B) Quantitative information
comparing the level of saturated fat in
the product per labeled serving with
that of the reference food that it replaces
is declared adjacent to the most
prominent claim or on the information
panel (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 the labeling of a food
if the nutrient content of the reference
food 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 the labeling of meal products
as defined in § 101.13(1) and main dish
products as defined in § 101.13{(m),
provided that:

(i) The food contains at least 25
percent less saturated fat per 100 g of
food than an appropriate reference food
as described in § 101.13(j}(1), and

(ii) As required in § 181.13(j}(2) for
relative claims:

(A) The identity of the reference food,
and the percent (or fraction) that the fat
has been reduced are declared in
immediate proximity to the most
prominent such claim (e.g., reduced
saturated fat Macaroni and Cheese, **33
percent less saturated fat per 3 oz than
our regular Macaroni and Cheese”).

(B) Quantitative information
comparing the level of saturated fat in
the product per specified weight with
that of the reference food that it replaces
is declared adjacent to the most
prominent claim or on the information
panel (e.g., saturated fat content has
been reduced from 2.5 g per 30z to 1.7
g per 3 oz).

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

(d) “Cholestercl content claims.” {1)
The terms “cholesterol free,” “frea of
cholesterol,” “zero cholesterol,”
“without cholesterol,” “no cholesterol,”
“trivial source of cholesterol,”
“negligible source of cholesterol,” or
“dic.... ‘v insignificant source of
cholesters1” may be used on the label or
in the labeling of foods, provided that:

{i) For foods that contain 13 g or less
uf total fat per reference amount
.utomarily consumed, per labeled
serving, and per 50 g if the reference
smount customarily consumed is 30 g or
less or 2 tablespoons or less (for
dehydrated foods that must have water
added to them prior to typical

consumption, the per 50-g criterion
refers to the *‘as prepared form’’), or, in
the case of meal products, 26.0 g or less
total fat per labeled serving, or, in the
case of main dish products, 19.5 g or
less total fat per labeled serving:

(A) The food contains less than 2 mg
of cholesterol per reference amount
customarily consumed or in the case of -
a meal product or main dish product
less than 2 mg of cholesterol per labeled
serving; and

{B) The food contains no ingredient
that is generally understood by
consumers {o contain cholestero], unless
the listing of the ingredient in the
ingredient statement is followed by an
asterisk that refers to the statement
below the list of ingredients, which
states “‘adds a trivial amount of
cholesterol,” “adds a negligible amount
of cholesterol,” or “adds a dietarily
insignificant amount of cholesterol;”
and

(C) The food contains 2 g or less of
saturated fatty acids per reference
amount customarily consumed or, in the
case of a meal product or main dish
product, 2 g or less of saturated fatty
acids per labeled serving; and

(D} As required in § 101.13(e)(2), if the
food contains less than 2 mg of
cholesterol per reference amount
customarily consumed or in the case of
a meal product or main dish product,
less than 2 mg of cholesterol per labeled
serving without the benefit of special
processing, alteration, formulation, or
reformulation to lower cholesterol
content, it is labeled to disclose that
cholesterol is not usually present in the
food {e.g., “‘applesauce, a cholesterol-
free food”).

(ii) For food that contain more than 13
g of total fat per reference amount
customarily consumed, per labeling
serving, per 50 g if the reference amount
customarily consumed is 30 g or less or
2 tablespoons or less (for dehydrated
foods that must have water added to
them prior to typical consumption, the
per 50-g criterion refers to the “as
prepared” form), or in the case of a meal

roduct, more than 26 g of total fat per
abeled serving, or, in the case of a main
dish product more than 19.5 g of total
fat per labeled serving:

(A} The food contains less than 2 mg
of cholssteral per reference amount
cutomarily consumed or, in the case of
a meal product or main dish preduct,
less than 2 mg of cholesterol per labeled
serving; and

{B} The food contains no ingredient
that is generally understood by
consumers to contain cholesterol, unless
the listing of the ingredient in the
ingredient statement is followed by an
asterisk that refers to the statement

below the list of ingredients, which
states *adds a trivial amount of
cholesterol,” “‘adds a negligible amount
of cholesterol,” or “adds a dietaril
insignificant amount of cholesterol;”
and .

{C) The food contains 2 g or less of
saturated fatty acids per reference
amount cutomarily consumed or, in the
case of a meal product or main dish
product less than 2 g of saturated fatty
acids per labeled serving; and

D) g‘he label or labsling discloses the
level of total fat in a serving (as declared
on the label) of the food. Such
disclosure shall appear in immediate
proximity to such claim preceding the
referral statement required in § 101.13(g)
in type that shall be no less than one-
half the size of the type used for such
claim. If the claim appears on more than
one panel, the disclosure shall be made
on each panel except for the panel that
bears nutrition labe‘;ing. If the claim
appears more than once on a panel, the
disclosure shall be made in immediats
proximity to the claim that is printed in
the largest type; and

(E) As required in § 101.13(e)(2), if the
food contains less than 2 mg of
cholesterol per reference amount
customarily consumed or in the case of
a meal product or main dish product
less than 2 mg of cholesterol per labeled
serving without the benefit of special
processing, alteration, formulation, or
reformulation to lower cholesterol
content, it is labeled to disclose that
cholesterol is not usually present in the
food (e.g., “canola oil, a cholesterol-free
food, contains 14 g of fat per serving”);
or

(F} If the food contains less than 2 mg
of cholesterol per reference amount
customarily consumed or in the case of
a meal product or main dish product
less than 2 mg of cholesterol per labeled
serving only as a result of special
processing, alteration, formulation, or
reformulation, the amount of cholesterol
is substantially less (i.e., meets
requirements of paragraph (d)(4){ii)(A)
of this section) than the food for which
it substitutes as specified in § 101.13(d)
that has a significant (e.g., 5 percent or
more of a national or regional market)
market share. As required in
§101.13(j)(2) for relative claims:

(1) The identity of the reference food
and the percent (or fraction) that the
cholesterol was reduced are declared in
immediate proximity to the most
prominent such claim (e.g..
“cholesterol-free margarine, conta*

100 percent less cholesterol th
butter’’); and

(2) Quantitative information
comparing the level of cholesterol in t
product per labeled serving with that o
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the reference food that it replaces is
declared adjacent to the most prominent
claim or on the information panel (e.g.,
“contains no cholesterol compared with
30 mg in one serving of butter. Contains
11 g of fat per serving.”).

(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 the labeling
of foods, except meal products es
defined in § 101.13(}) and main dish
products as defined in § 101.13(m),
provided that:

(i) For foods that have a reference
amount customarily consumed greater
than 30 g or greater than 2 tablespoons
and contain 13 g or less of total fat per
reference amount customarily
consumed and per labeled serving:

(A) The food contains 20 mg or less
of cholesterol per reference amount
customarily consumed;

(B) The food contains 2 g or less of
saturated fatty acids per reference
amount customarily consumed; and

(C) As required in § 101.13(e)(2), if the
food meets these conditions without the
benefit of special processing, alteration,
formulation, or reformulation to Jower
cholesterol content, it is labeled to
clearly refer to all foods of that type and
not merely to the particular brand to
which the label attaches (e.g., “low fat
cottage cheese, a low cholesterol
food.”).

(ii) For foods that have a reference
amount customarily consumed of 30 g
or less or 2 tablespoons or less and
contain 13 g or less of total fat per
reference amount customarily
consumed, per labeled serving, and per
50 g (for dehydrated foods that are
typically consumed when rehydrated
with only water, the per 50 g refers to
the “as prepared” form);

(A} Tge ood contains 20 mg or less
of cholesterol per reference amount
customarily consumed and per 50 g (for
dehydrated foods that are typically
consumed when rehydrated with only
water, the per 50 g refers to the “as
prepared” form);

(B) The food contains 2 g or less of
saturated fally acids per reference
amount customarily consumed;

(C) As required in § 101.13(e)(2), if the
food meets these conditions without the
benefit of special processing, alteration,
formulation, or reformulation to lower
cholesterol content, it is labeled to
clearly refer to all foods of that type and
not merely to the particular brand to
which the label attaches (e.g., “low fat
cottage cheese, a low cholesterol food™).

(iii) For foods that have a reference
amount cuslomarily consumed greater
than 30 g or greater than 2 tablespoons

and contain more than 13 g of total fat
per reference amount customarily
consumed or per labeled serving,

{A) The food contains 20 mg or less
of cholesterol per reference amount
customarily consumed,;

(B} The food contains 2 g or less of
saturated fatty acids per reference
amount customarily consumed;

{C) The label or labeling discloses the
level of total fat in a serving (as declared
on the label} of the food. Such
disclosure shall appear in immediate
proximity to such claim preceding the
referral statement required in § 101.13{(g)
in type that shall be no less than one-
half the size of the type used for such
claim. If the claim appears on more than
one panel, the disclosure shall be made
on each panel except for the panel that
bears nutrition labeling. If the claim is
made more than once on a panel, the
disclosure shall be made in immediate
proximity to the claim that is printed in
the largest type; and

{D) As required in § 101.13(e)(2), if the
food meets these conditions without the
benefit of special processing, alteration,
formulation, or reformulation to lower
cholesterol content, it is labeled to
clearly refer to all foods of that type and
not merely to the particular brand to
which the label attaches; or

{E) If the food contains 20 mg or less
of cholesterol only as a result of special
processing, alteration, formulation, or
reformulation, the amount of cholesterol
is substantially less (i.e., meets
requirements of paragraph (d){4)(ii){A)}
of this section) than the food for which
it substitutes as specified in §101.13(d)
that has a significant (e.g., 5 percent or
more of a national or regional market})
market share. As required in
§ 101.13(j}(2) for relative claims:

(1) The identity of the reference food
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 peanut butter sandwich
crackers, contains 83 percent less
cholesterol than our regular peanut
butter sandwich crackers”); and

(2) Quantitative information
comparing the level of cholesterol in the
product per labeled serving with that of
the reference food that it replaces is
declared adjacent to the mast prominent
claim or on the information panel {e.g.,
“cholesterol lowered from 30 mgto 5
mg per serving, contains 13 g of fat per
serving’'}.

(iv} %‘or foods that have a reference
amount customarily consumed of 30 g
or less or 2 tablespoons or less and
contain more than 13 g of total fat per
reference amount customarily
consumed, per labeled serving, or per 50

g (for dehydrated foods that are
typically consumed when rehydrated
with only water, the per 50 g refers to
the *‘as prepared’ form),

{A) The food contains 20 mg or less
of cholesterol per reference amount
customarily consumed and per 50 g (for
dehydrated foods that are typically
cansumed when rehydrated with only
water, the per 50 g refers to the “as
prepared” form),

(B) The food contains 2 g or less of
saturated fatty acids per reference
amount customarily consumed;

{C) The labe! or labeling discloses the
level of total fat in a serving (as declared
on the label) of the food. Such
disclosure shall appear in immediate
proximity to such claim preceding the
referral statement required in § 101.13{g)
in type that shall be no less than one-
half the size of the type used for such
claim. If the claim appears on more than
one panel, the disclosure shall be made
on each panel except for the panel that
pears nutrition labeling. If the claim is
made more than once on a panel, the
disclosure shall be made in immediate
proximity to the claim that is printed in
the largest type; and

(D) As required in § 101.13(e)(2), if the
food meets these conditions without the
penefit of special processing, alteration,
formulation, or reformulation to lower
cholesterol content, it is labeled to
clearly refer to all foods of that type and
not merely to the particular brand to
which the labe] attaches; or

{E} If the food contains 20 mg or less
of cholesterol only as a result of special
processing, alteration, formulation, or
reformulation, the amount of cholesterol
is substantially less (i.e., meets
requirements of paragraph (d)(4)(ii)(A)
of this section) than the food for which
it substitutes as specified in § 101.13(d)
that has a significant (i.e., 5 percent or
more of a national or regional market)
market share. As required in
§ 101.13(j}(2) for relative claims:

{7) The identity of the reference food
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 peanut butter sandwich
crackers, contains 83 percent less
cholesterol than our regular peanut
butter sandwich crackers'); and

(2} Quantitative information
comparing the level of cholesterol in the
product per labeled serving with that of
.he reference food that it replaces is
declared adjacent to the most prominent

faim or on the information panel (e.g.,
““cholesterol lowered from 30 mgto 5
mg per serving, contains 13 g of fat per
serving'’}.
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{J) 11§ 18rms defined i B

{(d)(2) of this section may be used on the
label and in labeling of meal products
as defined in §101.13(1) or a main dish
product as defined in § 101.13(m)
provided that the product meets the
requirements of paragraph (d)(2) of this
section except that the determination as
to whether paragraph (d)(2)(i} or
{d)(2){iii) of this section applies to the

nreeadiet o

in paragra

a :
roduct will be made only on the basis

of whether the meal product contains 26
g or less of iotal fat per labeled serving
or the main dish product contain 19.5
¢ or less of total fat per labeled serving,
the requirement in paragraphs
(d)(2)(1)(A) and (d){2)(iii)(A) of this
section shall be limited to 20 mg of
cholesterol per 100 g, and the
requirement in paragraphs (d){2){(i){B)
and {d){2){iii}(B) of this section shall be
modified to require that the food
contain 2 g or less of saturated fat per
100 g rather than per reference amount
customarily consumed.

{4} The terms “reduced cholesteral,”
“reduced in cholesterol,” “cholesterol
reduced,” “less cholesterol,” “lower
cholesterol,” or "“lower in cholesterol”
except as limited by § 101.13(j)(1)(i}{(A)
may be used on the label or in labeling
of foods or foods that substitute for
those foods as specified in § 101.13(d),
excluding meal products as defined in
§101.13(1) and main dish products as
defined in § 101.13(m), providsd that:

(i) For foods that contain 13 g or less
of total fat per reference amount
customarily consumed, per labeled
serving, and per 50 g if the reference
amount customarily consumed is 300 g
or less or 2 tablespoons or less (for
dehydrated food that must have water
added to them prior to typical
consumption, the per 50-g criterion
refers to the “as prepared” form):

{A) The food has been specifically
formulated, altered, or processed to
reduce its cholesterol by 25 percent or
more from the reference food it
resembles as defined in § 101.13(j}{1)
and for which it substitutes as specified
in § 101.13(d) that has a significant (i.e.,
5 percent or more) market share; and

{B) The food contains 2 g or less of
saturated faity acids per reference
amount customarily consumed; and
. {C) As required in § 101.13(j}(2} for
relative claims:

{1) The identity of the reference food
and the percent (or fraction) that the
cholesterol has been reduced are
declared in immediate proximity to the
most prominent such claim; and

(2) Quantitative information
comparing the level of cholesterol in the
product per labeled serving with that of
the reference food that it replaces is

declared adiacent to the most prominent
claim or on the information panel.

(i) For foods that contain more than
13 g of total fat per reference amount
customarily consumed, per labeled
serving, or per 50 g if the reference
amount customarily consumed is 30 g or
less or 2 tablespoons or less (for
dehydrated foods that must have water
added to them prior to typical
consumption, the per 50-g criterion
refers to the “‘as prepared” form}:

(A) The food has been specifically
formulated, altered, or processed to
reduce its cholesterol by 25 percent or
more from the reference food it
resembles as defined in §101.13(j}{(1)
and for which it substitutes as specified
in § 101.13(d) that has a significant (i.e.,
5 percent or more of a naticnal or
regional market) market share;

(B) The food contains 2 g or less of
saturated {atty acids per reference
amount customarily consumed;

(C) The label or labeling discloses the
level of total fat in a serving (as declared
on the label) of the food. Such
disclosure shall appear in immediate
proximity to such claim preceding the
referral statement required in § 101.13(g)
in type that shall be no less than one-
half the size of the type used for such
¢laim. If the claim appears on more than
one panel, the disclosure shall be made
on each panel except for the panel that
bears nutrition labeling. If the claim is
made more than once on a panel, the
disclosure shall be made in immediate
proximity to the claim that is printed in
the largest type; and

(D) As required in § 101.13(j}{2} for
relative claims:

(1) The identity of the reference food
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
o —-}; and

(2) Quantitative information
comparing the level of cholesterol in the
preduct per labeled serving with that of
the reference food that it replaces is
declared adjacent to the most prominent
claim on the information panel {e.g.,
*Cholesterc] lowered from 55 mg to 30
mg per serving. Contains 13 g of fat per
serving”).

{iii) Claims described in paragraph
{d)(4) of this section may not be made
on the label or in labeling of a food if
the nutrient content of the reference
food 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 the labeling of meal products
as defined in § 101.13(]) and main dish

products as defined in § 101.13(m),
provided that:

{i) For meal products that contain 26 0
g or less of total fat per labeled serving
or for main dish products that contain
19.5 g or less of total fat per labeled
serving;
(A) ’%he food has been specifically
formulated, altered, or processed o
reduce its cholesterol by 25 percent or
more from the reference food it
resembles as defined in §101.13(j)}(1)
and for which it substitutes as specified
in § 101.13(d) that has a significant {a.g.,
5 percent or more of a national or
regional market) markst share;

B) The food contains 2 g or less of

saturated fatty acids per 100 g; and
{C) As required in § 101.13(j}(2) for

AN SRS ATUYULIDU 233 J sV aad 1] 22
relative claims:

(1) The identity of the reference food,
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 per 3 oz than
——."}; and

(2) Quantitative information
comparing the level of cholesterol in the
product per specified weight with that
of the reference food that it replaces is
declared adjacent to the most prominent
claim or on the information panel (e.g.,
Cholesterol content has been reduced
from 35 mg per 3 oz to 25 mg per 3 oz}.

(ii) For meal products that contain
more than 26.0 g of total fat per labeled
serving or for main dish products that
contain more than 19.5 g of total fat per
labeled serving:

(A) The foog has been specifically
formulated, altered, or processed to
reduce its cholesterol by 25 percent or
more from the reference food it
resembles as defined in § 101.13(j)(1)
and for which it substitutes as specified
in § 101.13(d) that has a significant {e.g.,
5 percent or more of a national or
regional market} market share.

(B} The food contains 2 g or 'ess of
saturated fatty acids per 100 g;

(C) The label or labeling discloses the
level of total fat in a serving (as declared
on the label) of the food. Such
disclosure shall appear in immediate
proximity to such claim preceding the
referral statement required in §101.13(g)
in type that shall be no less than one-
half the size of the type used for such
claim. If the claim appears on more than
one panel the disclosure shall be made
on each panel except for the panel that
bears nutrition labeling. If the claim is
made more than once on a panel, the
disclosure shall be made in immediate
proximity to the claim that is printed in
the largest type; and

(D) As required in § 101.13(j)(2) for
relative claims:
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{1) The identity of the reference food
and the percent (or fraction) that the
cholesterol has been reduced ars
declared in immediate proximity to the
most prominent such claim (e.g., 25
percent less cholesterol than

); and

{2) Quantitative information
comparing the level of cholestercl in the
product per specified weight with that
of the reference food that it replaces is
declared adjacent to the most prominent
claim on the information panel {e.g.,
“cholesterol lowered from 30 mg to 22
mg per 3 oz of product.”)

(iii} Claims described in paragraph
(d)(5} of this section may not be made
on the label or in the labeling of a food
if the nutrient content of the reference
food meets the definition for “'low
cholesterol.”

(e) “Lean’’ and “extra Jean” claims.
{1) The term “lean’ may be used on the
label or in labeling of foods except meal
products as defined in § 101.13(1) and
main dish products as defined in
§101.13(m) provided that the food is a
seafood or game meat product and as
packaged contains less than 10 g total
fat, less than 4 g saturated fat, and less
than 95 mg cholesterol per reference
amount customarily consumed and per
100 g;

{2) The term defined in paragraph
{e)(1) of this section may be used on the
label or in the labeling of meal products
as defined in § 101.13(]) or main dish
products as defined in § 101.13(m)
provided that the food contains less
than 10 g total fat, less than 4 g
saturated fat, and less than 95 mg
chalesterol per 100 g and per labeled
serving;

{3) The term “extra lean’’ may be used
on the label or in the labeling of foods
except meal products as defined in
§101.13(1) and main dish products as
defined in § 101.13(m) provided that the
food is a discrete seafood or game meat
product and as packaged contains less
than 5 g total fat, less than 2 g saturated
fat, and less than 95 mg cholesterol per
reference amount customarily
consumed and per 100 g; and

{4) The term defined in paragraph
(e)(3) of this section may be used on the
label or in labeling of meal products as
defined in § 101.13(1) and main dish
products as defined in § 101.13(rn)
provided that the food contains less
than 5 g of fat, less than 2 g of saturated
fat, and less than 95 mg of cholestercl
per 100 g and per laheled serving.

(f} Misbranding. Any label or labeling
containing any statement concerning fat,
fatty acids, or cholesterol that is not in
conformity with this section shall be
deemed to be misbranded under

sections 201(n), 403(a), and 403(r) of the
Federal Food, Drug, and Cosmetic Act.

§101.65 Implied nutrient content claiims
and related label statements.

{a) General requirements. An implied
nutrient content claim can only be made
ormthe label and in labeling of the focd
if:

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

{2) The claim is made in accordance
with the general requirements for
nutrient content claims in §101.13; and

(3) The food is labeled in accordance
with §101.9 or 101.10, where
applicable.

H,) Label statements that are not
implied claims. Certain label statements
about the nature of a product are not
nutrient content claims unless such
statements are made in a context that
would make them an implied claim
under § 101.13(b}{2). The following
types of label statements are generally
not implied nutrient content claims and
are not subject to the requirements of
§101.13 and this section:

(1) A claim that a specific ingredient
or food component is absent from a
product, provided that the purpose of
such claim is to facilitate avoidance of
the substances because of food allergies
(see § 105.62 of this chapter), food
intolerance, religious beliefs, or dietary
practices such as vegetarianism or other
nonnutrition related reason, e.g., 100
percent milk free;”

(2) A claim about a substance that is
nonnutritive or that does not have a
nutritive function, e.g., “‘contains no
preservatives,” ‘‘no artificial colors;”

(3) A claim about the presence of an
ingredient that is perceived to add value
to the product e.g., “made with real
butter,” “made with whole fruit,”
*‘contains honey;"”

(4) A statement of identity for a food
in which an ingredient constitutes
essentially 100 percent of a food, (e.g,
“corn oil,” “oat bran."”);

{5) A statement of identity that names
as a characterizing ingredient, an
ingredient associated with a nutrient
benefit {e.g., “corn oil margarine,” “oat
bran muffins,” or “whole wheat
bagels’’), unless such claim is made in
a context in which label or labeling
statements, symbols, vignettes, or other
forms of communication suggest that a
nutrient is absent or present in a certain
amount; and

(6) A label statement made in
compliance with a specific provision of
part 105 of this chapter, solely to note
that a food has special dietary
usefulness relative to a physical,
physiological, pathological, or other

condition, where the claim identifies
the special diet of which the food is
intended to be a part.

{c) Particular implied nutrient content
claims. (1) Claims about the food or an
ingredient therein that suggest that a
nutrient or an ingredient is absent or
present in a certain amount (e.g., “high
in oat bran’') are implied nutrient
content claims and must comply with
paragraph (a) of this section.

(2) The phrases “‘contains the same
amount of [nutrient] as a [food)”” and “‘as
much [nutrient] as a {food]”” may be
used on the label or in the labeling of
foods, provided that the amount of the
nutrient in the reference food is enough
to qualify that food as a “'good source”
of that nutrient, and the labeled food, on
a per serving basis, is an equivalent,
good source of that nutrient (e.g., “as
much fiber as an apple,” *‘Contains the
same amount of Vitamin C as an 8 oz
glass of orange juice.”).

{3) Claims may be made that a food
contains or is made with an ingredient
that is known to contain a particular
nutrient, or is prepared in a way that
affects the content of a particular
nutrient in the food, if the finished food
is either ““low™ in or a good source of
the nutrient that is associated with the
ingredient or type of preparation. If a
more specific level is claimed (e.g.,
“high in "), that level of the
nutrient must be present in the food. For
example, a claim that a food contains
oat bran is a claim that it is a good
source of dietary fiber; that a food is
made only with vegetable oil is a claim
that it is low in saturated fat; and that
& food contains no oil is a claim that it
is fat free.

(d) General nutritional claims. (1)
Claims about a food that suggest that the
food because of its nutrient content may
be useful in maintaining healthy dietary
practices and that are made in
association with an explicit claim or
statement about a nutrient (e.g..
“hesalthy, contains 3 grams of fat”) are
;mplied nutrienth content claims covered

this paragraph.
y(2) ERgsersecﬁ

§101.69 Petitions for nutrient content
claims.

{a) This section pertsins to petitions
for claims, expressed or implied, that:

(1) Characterize the level of any
nutrient which is of the type required to
be in the labsl or labeling of food by
section 403(g}{1) or (q)(2) of the Federal
Fogd. Drug, and Cosmetic Act (the act);
an

(2) That are not exempted under
section 403(r){5)(A) through {r)(5)(C) of
the act from the requirements for such
claims in section 403(r)(2).
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(b) Petitions included in this section
are:

(1) Petitions for a new (heretofore
unauthorized) nutrient content claim;

(2) Petitions for a synonymous term
(i.e., one that is consistent with a term
defined by regulation) for characterizing
the level of a nutrient; and

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

. {c) An original and one copy of the
petition to be filed under the provisions
of section 403(r)(4) of the act shall be
submitted, or the petitionsr may submit
an original and a computer readable
disk containing the petition. Contents of
the disk should be in a standard format,
such as ASCII format, Petitioners
interested in submitting a disk should
contact FDA’s Center for Food Safety
and Applied Nutrition for details. If any
part of the material submitted is in a
foreign language, it shall be
accompanied by an accurate and
complete English translation. The
petition shall state the petitioner’s post
office address to which published
notices as required by section 403 of the
act may be sent.

{d) Pertinent information may be
incorporated in, and will be considered
as part of, a petition on the basis of
specific reference to such information
submitted to and retained in the files of
the Food and Drug Administration.
However, any reference to unipublished
information furnished by a person other
than the applicant will not be
considered unless use of such
information is authorized (with the
understanding 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.

{e) If nonclinical laboratory studies
are included in a petition submitted
under section 403(r)(4) of the act, the
petition shall include, with respect fo
each nonclinical study contained in the
petition, either a statement that the
study has been, or will be, conducted ir
compliance with the good laboratory
practice regulations as set forth in part
58 of this chapter 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 are
included in & petition submitted under
section 403(r}{4) of the act, the petition
shall include a statement regarding each
such clinical investigation relied upon
in the petition that the study either was
conducted in compliance with the
requirements for institutional review set

forth in part 56 of this chapter or was
not subject to such requirements in
accordance with § 56.104 or § 56.105 of
this chapter, and that it was conducted
in compliance with the requirements for
informed consent set forth in part 50 of
this chapter.

{g) The availability for public .
disclosure of petitions subimitted to the
agency under this section will be
governed by the rules specified in
§ 10.20(j) of this chapter.

{h) All petitions submitted under this
section shall include either a claim for
a categorical exclusion under § 25.24 of
this chapter or an environmental
assessment under § 25.31 of this
chapter.

{i) The data specified under the
several lettered headings should be
submitted on separate sheets or sets of
sheets, suitably identified. If such data
have already been submitted with an
earlier application from the petitioner,
the present petition may incorporate it
by specific reference to the earlier
petition.

(j) The petition must be signed by the
petitioner or by his attorney or agent, or
(if a corporation) by an authorized
official.

(k) The petition shall include a
statement signed by the person
responsible for the petition, that to the
best of his knowledge, itisa
representative and balanced submission
that includes unfaverable information,
as well as favorable information, known
to him pertinent to the evaluation of the
petition,

(1) All applicable provisions of Part
10—Administrative Practices and
Procedures, may be used by the
Commissioner of Food and Drugs, the
petitioner or any outside party with
respect to any agency action on the
petition.

(m)(1) Petitions for a new nutrient
content claim shall include the
following data and be submitted in the
following form.

{Date)
Name of petitioner
Post office address
Subject of the petition
Regulations and Industry Activities
Branch (HFF-312),
Food and Drug Administration,
Department of Health and Human
Services,
Washington, DC 20204,
To Whom It May Concern:

The undersigned, — submits this
petition under section 403(r)(4) of the
Federal Food, Drug, and Cosmetic Act
{the act) with respect to (statement of
the claim and its proposed use).

Attached hereto, in quadruplicate,
and constituting a part of this petition,
are the following:

A. A statement identifying the
descriptive term and the nutrient that
the term is intended to characterize with
respect to the level of such nutrient. The
statement should address why the use of
the term as proposed will not be
misleading. The statement should
provide examples of the nutrient
content claim as it will be used on
labels or labeling, as well as the types
of foods on which the claim will {e
used. The statement shall specify the
level at which the nutrient must be
present or what other conditions
concerning the food must be met for the
use of the term in labels or labeling to
be appropriate, as well as any factors
that would make the use of the term
inappropriate.

B. 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 under
section 403(r}(2)(A)(i) of the act. If the
claim is intended for a specific group
within the population, the analysis
should specifically address nutritional
needs of such group, and should
include scientific data sufficient for
such purpose.

C. Xn;fytical data that .hows the
amount of the nutrient that is the
subject of the claim and that is present
in the types of foods for which the claim
is intanded. The assays should be
performed on representative samples
using the Association of Official
Analytical Chemists International
(ADAC International) methods where
available. If no AOAG International
method is available, the petitioner shall
submit the assay method used, and data
establishing the validity of the method
for assaying the nutrient in the
particular food. The validation data
should include a statistical analysis of
the ana?'ﬁcal and product variability.

D. A detailed analysis of the potential
effect of the use of the proposed claim
on food consumption and of any
corresponding changes in nutrient
intake. The latter item shall specifically
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
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group and shall include data sufficient
to demonstrate that the dietary analysis
is representative of such group

Yours very truly,

Petitioner

By —rme——

(Indicate authority)

{2} Within 15 days of receipt of the
petition, the petitioner will be notified
by letter of the date on which the
petition was received by the agency.
Such notice will inform the petitioner:

(i) That the petition is undergoing
agency review (in which case a docket
number will be assigned to the petition),
and the petitioner will subsequently be
notified of the agency’s decision to file
or deny the petition; or

{ii) That the petition is incomploete,
e.g., it lacks any of the data required by
this part, it presents such datain a
manner that is not readily understood,
or it has not been submitted in
quadruplicate, in which case the
petition will be denied, and the
petitioner will be notified as to what
respect the petition is incomplete.

{3} Within 100 days of the date of
receipt of the petition, the .
Commissioner of Food and Drugs will
notify the petitioner by letter that the
petition has either been filed or denied.
If denied, the notification shall state the
reasons therefor. If filed, the date of the
notification letter becomes the date of
filing for the purposes of section
403(r)(4)(A)(i) of the act. A petition that
has been denied shall not be made
available to the public. A filed petition
shall be available to the public as
provided under paragraph (g) of this .
section,

{4) Within 90 days of the date of filing
the Commissioner of Food and Drugs
will by letter of notification to the
petitioner:

(i) Deny the petition; or

{ii} Inform the petitioner that a
proposed regulation to provide for the
iuquesied use of the new term will be
published in the Federal Register The
Commissioner of Focd and Drugs will
publish the proposal to amend the
regulations to provide for the requested
use of the nutrient content claim in the
Federal Register within 90 days of the
d.:te of Eling. The proposal will also
ar.-nounce the availability of the petition
ior public disclosure.

{n}{1) Petitions for a synonymous ferm
shall include the following data and be
subimitted in the following form

{Date}
Name of petitionar ~~—mee
Post office address ——emmmm—meee
Subject of the petition ——7m ——-—
Rogulations and Industry Activities
Branch (HFF-312),

Food and Drug Administration,
Department of Heslth and Human
Services,

Washington, DC 20204.

To Whom It May Concern:

The undersigned,
submits this petition under section
403(r)(4) of the Federal Food, Drug, and
Cosmetic Act (the act) with respect to
{statement of the synonymous term and
its proposed use in a nutrient content
claim that is consistent with an existing
term that has been defined under
section 403(r)(2) of the act).

Attached hereto, in quadruplicate,
and constituting a part of this petition,
are the following:

A. A statement identifying the
synonymous descriptive term, the
existing term defined by a regulation
under section 403(r}{2}{A})(i) of the act
with which the synonymous term is
claimed to be consistent. The statement
should address why the proposed
synonymous term is consistent with the
term already defined by the agency, and
why the use of the synonymous term as
proposed will not be misleading. The
statement should provide examples of
the nutrient content claim as it will be
used on labels or labeling, as well as the
types of foods on which the claim will
be used. The statement shall specify
whether any limitations not applicable
to the use of the defined term are
intended to apply to the use of the
synonymous term.

B. A detailed explanation, supported
by any necessary data, of why use of the
proposed term is requested, including
an explanation of whether the existing
defined term is inadequate for the
purpose of effectively characterizing the
level of a nutrient. This iterm 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
term defined by regulation. If the claim
is intended for a specific group within
the population, the analysis should
specifically address nutritional needs of
such group, and should include
scientific data sufficient for such
purpose.

Yours very truly,

Petitioner

By ———ree
{Indicate authority)

{2} Within 15 days of receipt of the
petition the petitioner will be notified
by letter of the date on which the
petition was received. Such netice will
inform the petitioner:

(i) That the petition is undergcing
agency review (in which case a dockat
nunber will be assigned to the petition)
and the petitioner will subsequently be
notified of the agency's ducision te grant

the petitioner permission to use the
proposed term or to deny the petition;
or

{ii} That the petition is incomplete,
a.g., it lacks any of the data required by
this part, it presents such datain a
manner that is not readily understood,
or it has not heen submitted in
quadruplicate, in which case the
petition will be denied, and the
petitioner 11 be notified as to what
respect the petition is incomplete.

(3) Within 90 days of the date f
receipt of the pstition that is accepted
for review fi.e., that has not been found
to be incomplete and consequentl
denied, the Commissioner of Food and
Drugs will notify the petitioner by letter
of the agency’s decision to grant the
petitioner permission to use the
proposed term, with any conditions or
limitations on such use specified, or to
deny the petition, in which case the
letter shall state the reasons therefor.
Failure of the petition to fully address
the requirements of this section shall be
grounds for denial of the petition.

(4) As soon as practicable following
the agency’s decision to either grant or
deny the petition, the Commissioner of
Food and Drugs will publish a notice in
the Federal Register informing the
public of his decision. If the petition is
granted the Food and Drug
Administration will list, the approved
synonymous term in the vegulations
listing terms permitted for use in
nutrient content clgims.

(0)(1) Petitions for the use of an
implied nutrient content claim in a
brand name shall include the following
data and be submitted in the following
form:

{Date)
Name of petitioner
Post office address
Subject of the petition
Regulations and Industry Activities
Branch (HFF-312),
Food and Drug Administration,
Department of Health and Human
Services,
Washington, DC 20204.
To Whom It May Concern:

The undersigned,

submits this petition under section
403{r}{4 of the Federal Food, Drug, and
Cosmetic Act (the act) with respect to
{staternent of the implied nutrient
content claim and its proposed use in a
brand name).

Attached heretc, in quadruplicate,
and constituting a part of this petition,
are the following:

A A statement identifying the
implied nutrient content claim, the
nutrient the claim is intended to
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characterize, the corresponding ‘erm for
characterizing the level of such nutrient
as defined by a regulation under section
403{r)(2)(A)(i) of the act, and the brand
name of which the implied claim is
intended to be a part. The statement
should address why the use of the
brandname as proposed will not be
misleading. It should address in
particular what information is required
to accompany the claim or other ways
in which the claim meets the
requirements of sections 201(n) and
403(a) of the act. The statement should
provide examples of the types of foods
on which the brand name will appear.
It shall also include data showing that
the actual level of the nutrient in the
food qualifies the food to bear the
corresponding term defined by
regulation. Assay methods used to
determine the level of a nutrient should
meet the requirements stated under
petition format item C in paragraph
{(k)(1) of this section.

B. A detailed explanation, supported
by any necessary data, of why use of the
proposed brand name is requested. This
itern shall also state what nutritional
benefit to the public will derive from
use of the brand name as proposed. If
the branded product is intended for a
specific group within the population,
the analysis should specifically address
nutritional needs of such group and
should include scientific data sufficient
for such purpose.

Yours very truly,

Petitioner

By —————

(2); Within 15 days of receipt of the
petition the petitioner will be notified
by letter of the date on which the
petition was received. Such notice will
inform the petitioner:

{i) That the petition is undergoing
agency review (in which case a docket
number will be assigned to the petition);
or

(ii) That the petition is incomplete,
e.g., it lacks any of the data required by
this part, it presents such data in a
manner that is not readily understocd,
or it has not been submitted in
quadruplicate, in which case the
petition will be denied, and the
petitioner will be notified as to what
respect the petition is incomplete.

(3) The Commissioner of Food and
Drugs will publish a notice of the
petition in the Federal Register
announcing its availability to the public
and seeking comment on the petition.
The petition shall be available to the
public to the extent provided under

paragraph (g) of this section. The notice
shall allow 30 days for comments.

(4) Within 100 days of the date of
receipt of the petition that is accepted
for review (i.e., that has not been found
to be incomplete and subsequently
returned to the petitioner), the
Commissioner of Food and Drugs will:

(i) Notify the petitioner by letter of the
agency's decision to grant the petitioner
permission to use the proposed brand
name if such use is not misleading, with
any conditions or limitations on such
use specified; or

{ii) Deny the petition, in which case
the letter shall state the reasons therefor.
Failure of the petition to fully address
the requirements of this section shall be
grounds for denial of the petition.
Should the Commissioner of Food and
Drugs not notify the petitioner of his
decision on the petition within 100
days, the petition shall be considered to
be granted. :

(5) As soon as practicable following
the granting of a petition, the
Commissioner of Food and Drugs will
publish a notice in the Federal Register
informing the public of such fact.

{Information collection requirements
in this section were approved by the
Office of Managemsent and Budget
(OMB) and assigned OMB control
number —————)

8. Subpart F is redesignated as
subpart G and new subpart F, consisting
of § 101.95, is added to read as follows:

Subpart F—Specific Requirements for
Descriptive Claims that are Neither
Nutrient Content Claims nor Health
Claims

§101.95 “Fresh,” “freshly frozen,” "fresh
frozen,” “frozen fresh."”

The terms defined in this section may
be used on the label or in labeling of a
food in conformity with the provisions
of this section. The requirements of the
section pertain to any use of the subject
terms as described in paragraphs (a) and
(b) of this section that expressly or

implicitly refers to the food on labels or -

labeling, including use in a brand name
and use as a sensory modifier. However,
the use of the term *“fresh” on labels or
labeling is not subject to the
requirements of paragraph (a) of this
section if the term does not suggest or
imply that a food is unprocessed or
unpreserved. For example, the term
*“fresh” used to describe pasteurized
whole milk is not subject to paragraph
{a) of this section because the term does
not imply that the food is unprocessed

(consumers commonly understand that
milk is nearly always pasteurized).
However, the term *‘fresh” to describe
pasta sauce that has been pasteurized or
that contains pasteurized ingredients
would be subject to paragraph (a) of this
section because the term implies that
the food is not processed or preserved.
Uses of fresh not subject to this
regulation will be governed by the
provisions of 403(a) of the Federal Food
Drug, and Cosmetic Act {the act).

{a) The term *“fresh,” when used on
the label or in labeling of a food in a
manner that suggests or implies that the
food is unprocessed, means that the
food is in its raw state and has not been
frozen or subjected to any form of
thermal processing or any other form of
preservation, except as provided in
paragraph (c) of this section.

{b) The terms “fresh frozen” and
“frozen fresh,” when used on the label
or in labeling of a food, mean that the
food was quickly frozen while still fresh
(i.e., the food had been recently
harvested when frozen). Blanching of
the food before freezing will not
preclude use of the term “fresh frozen”
to describe the food. “Quickly frozen”
means frozen by a freezing system such
as blast-freezing (sub-zero Fahrenhseit
temperature with fast moving air
directed at the food) that ensures the
food is frozen, even to the center df the
food, quickly and that virtually no
deterioration has taken place.

(c) Pravisions and restrictions—(1)
The following do not preclude the food
from use of the term “fresh:”

(i) The addition of approved waxes or
coatings;

(ii) The post-harvest usé of approved
pesticides;

(iii) The application of a mild
chlorine wash or mild acid wash on
produce; or

{iv) The treatment of raw foods with
ionizing radiation not to exceed the
maximum dose of 1 kiloGray in
accordance with § 179.26 of this
chapter.

{2) A food meeting the definition in
paragraph (a) of this section that is
refrigerated is not precluded from use of
“fresh” as provided by this section.

Dated: December 17, 1992.

David A. K-~sgsler,

Commissioner of Food and Drugs.

wouis W, Sullivan,

Secretary of Heaith and Human Services.
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