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that is specifically authorized by
regulation governing a particular food,
or unless otherwise restricted by
regulation, to any use of the term “diet”
that clearly shows that the food is
offered solely for dietary use other than
regulating bedy weight, e.g., “for low-
sodiumn diets.”

(f) “Sugars free’, and “no added
sugars”. Criteria for the use of the terins
“sugars free” and “no added sugars” are
provided for in § 101.60{c) of this
chapter.

Dated: November 4, 1991.

David A. Kessler,

Commissioner of Food and Drugs.

Louis W. Sullivan,

Secretary of Health and Human S&rvices.
{FR Doc. 9127150 Filed 11-26-81: 8:45 am]
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Food Labeling: Definitichs of Nutrient
Content Claims for the Fat, Fatty Acid,
and Cholesterol Content of Food

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend the food labeling regulations to
define, and to provide for the proper use
of, the terms “fat free,” “low fat,”
“reduced fat,” “low in saturated fat,”
“reduced saturated fat,” “‘cholesterol
free,” “low cholesterol,” and *‘reduced
cholesterol” in the labeling of foods and
to provide for the use of other truthful
and nonmisleading statements about a
food’s fat, fatty acid, and cholesterol
content in food labeling. This proposed
rule is intended to permit meaningful
declarations about fat, fatty acid, and
cholesterol content, while preventing
misleading claims about these feod
components. In this document, FDA is
responding to comments received in
response to the tentative final rule on
cholesterol claims (55 FR 29456, July 19,
1990) and to the provisions of the
Nutrition Labeling and Education Act of
1990 regarding fat, fatty acid, and
cholesterol content claims. In addition,
this document sets forth related agency
policies.

DATES: Written comments by February
25, 1992. The agency is proposing that
any final rule that may be issued based
upon this proposal become effective 6
months following its publication in
accordance with the provisions of the

Nutrition Labeling and Education Act of
1990.

ADDRESSES: Written comments to the
Dockets Management Branch (HFA~-
305), Food and Drug Administration, Rm.
1-23, 12420 Parklawn Dr., Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT:
Virginia L. Wilkening, Center for Food
Safety and Applied Nutrition (HFF-204),
Food and Drug Administration, 200 C St.
SW.,, Washington, DC 20204, 202-245-
1561.

SUPPLEMENTARY INFORMATION:

L. Introduction

A. Regulatory History of Fat, Fatty Acid,
and Cholesterol Labeling

The agency has had a long interest in
the proper labeling of foods with
information on fzt, fatty acid, and
cholesterol content. FDA's policies have
reflected contemporary knowledge on
the relationship between these dietary
components and chronic disease
conditions.

1. The 1959 Policy Statement

In the Federal Register of December
10, 1959 (24 FR 9990), the agency
published a statement of policy
concerning the status of food offered to
the general public for the control or
reduction of blood cholesterol levels and
for the prevention and treatment of
heart and artery disease. The policy
statement acknowledged the public
interest in the effect of various fatty
foods on blood cholesterol and the
relationship between blood cholesterol
levels and diseases of the heart and
arteries. However, the statement noted
that the role of dietary cholesterol in
heart and artery diseases bad not been
established. Therefore, FDA took the
position that any labeling claim for fats
and oils that indicated or implied that a
food would prevent, mitigate, or cure
diseases of the heart or arteries would
be considered false or misleading and
would misbrand the food under the
Federal Food, Drug, and Cosmetic Act of
1938 (the act}. FDA pointed out that the
policy statement was not intended to
interfere with clinical research on the
possible role of dietary unsaturated fats
in lowering blood cholesterol. The policy
statement was, the agency stated,
intended to prevent the promotion of
foods for use by the public without
medical supervision.

2. Quantitative Labeling of Fatty Acid
and Cholesterol Content

In the Federal Register of May 25, 1965
(30 FR 6984}, the agency proposed to
establish requirements for label
statements relating to oils, fats, and

fatty foods used as a means of reducing
the dietary intake of fatty acids. FDA
received a number of comments on this
proposal. After considering the
comments and other available
information, FDA terminated the
rulemaking (31 FR 3301, March 2, 1966)
because comments convinced the
agency that the role of fats in the diet
had not been sufficiently studied to
make a definitive decision.

In the 5 years that followed, the terms
“saturated,” “monounsaturated,” and
“polyunsaturated,” as applied to focd
fats or fatty acids, received considerable
publicity, which led to consumer
demand for more information about fat-
containing foods. In 1970, the White
House Conference on Food, Nutrition,
and Health recommended that
regulatory agencies permit and
encourage the food industry, on a
voluntary basis, to label the fat and
fatty acid content of foods that
constitute the major sources of fats in
typical diets (Ref. 1).

Accordingly, in response to the
consumer requests and to a report of the
American Medical Association’s
Council on Foods and Nutrition, which
contained a number of
recommendations regarding the labeling
of fat and fatty acids, FDA proposed in
the Federal Register of June 15, 1971 (36
FR 11521) to adopt a regulation (21 CFR
125.12) on the requirements for label
statements intended to provide guidance
for regulating intake of fatty acids. This
proposal would have established
labeling requirements for foods
represented for special dietary use
containing 10 percent or more fat on a
dry weight basis and no less than 3
grams (g) of fat in an average serving.

In the same issue of the Federal
Register (36 FR 11521), FDA also
proposed to amend the agency’s policy
statement on labeling foods for the
prevention and treatment of heart and
artery disease to make it clear that
claims such as “lower cholesterol™ were
deemed to be false or misleading.
However, the agency also proposed to
provide that labeling statements would
be acceptable if they set out only the fat
content of the food, the source of the fat
and the content of saturated,
monounsaturated, and polyunsaturated
fatty acids in accordance with propesed
§ 125.12.

After considering the comments on
these proposals and other available
information, FDA concluded that
information associated with the
cholesterol and fatty acid content of
foods should be combined into a singie
regulation. Accordingly, in the Federal
Register of January 19, 1973 (38 FR 2132)
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2\ remnoved the 1959 policy statement

arol coniient {21 CFR 118
dified as 21 CFR 101.25 in the
Federal Register of March 15, 1877 (42
¥R 14302)). which established
ragquirements for labeling the cholestero!
and Tatly acid composition of {ood
oroducts. {Reguirements for labeling the
fat content of food were included in the

(48 FR 2132) {amended March 14, 1973,
A FR 6051).)

Section 101.25 provides for the
voluntary listing of the cholestero! und
fatiy acid content of the food as part of
the: food’s nutrition labeling (21 CFR
101.9}. This regulation provides that
cholesterol be declared {to the nearest
5-milligram (mg) increment) in mg per
serving and in mg per 100 g of food, and
that fatty acid content be declared (to
the nearest g) in g per serving in two
categories: “Polyunsaturated fatty
acids™ and “‘saturated fatty acids.” It
Limits fatty acid declarations to foods
conlaining not less than 2 g of fat per
sorving and 10 percent or more fat on a
¢ddry weight basis. FDA said that any
fiod that contains less than these levels
was deemed *‘not suitable for use by
man as a means of regulating the intake
of fatty acids”™ (§ 101.25(c)(1)). In other
words, FDA believed that foods that
contained less than these levels were so0
luw in fat as to not be a significant
source of fatty acids, and, thus, that
lowering the levels at which these foeds
were eaten would not affect blood
cholesterol levels. Therefore, FDA
decided that such foods should not be
permitited to bear claims about the
relative amounts of polyunsaturated
fatly acids in such small amounts of fat.
Cince FDA promulgated this provision
{carrently codified as § 101.25(c)(1)). the
agency has advised those who have
requested guidance on the use of the
terin "low fat” that “a definition for the
term “Jow fat’ can be inferred from
§ 101.25{c)(1)” (Ref. 2). The definition
that FIDA is proposing in this documen!
for “tow fat” differs from these criteria,

3. Fond Standards

in addition to issuing 21 CFR 101.25,
the agency, in response to
recommendations in the 1970 report of
the White House Conference on Food,
Nutriiion, and Health (Ref. 1), issued a
limited number of food standard
regulations that describe nonfat and
lowtat food products. Food standards
specifically prescribe the composition
and name of particular products to
protect the public from economic fraud.
Presently, the agency has food

bHlished a new § 1.18 Lubeling of
Cucds fnorelation to ihe fab and Julty acid

amaking for general nutrition labeling

Wednesday, Novembar

standards of identity for varions bypes
o nonfat and lowfat milk products (21
CFR part 131, low it cotivoe choose {21
CER part 1355 nonfal and lowlat vogurt
{23 CFR part 151}, macaront products
containing aonfat milk (21 CFR part 139),
aad low-Ta! cocoe {21 CFR 163.114).

4. The 1978 Food Labeling Initiative

In the Feders] Register oof June 9, 1978
{43 IR 25296), FDA, the US. Department
of Agriculture (USDA), and the staff of
the Federal Trade Commission's Bureau
of Conswmer Protection published «
notice requesting the public's views on
numerous foed labeling issues and
announcing public hearings across the
nation to elicii comments on improving
food labeling.

The results of the joiut hearings were
published in a notice in the Federal
Register of December 21. 1979 (44 FR
75996G). In that aotice, FDA announced
its plans to underiake a major food
labeling initiative, including iis plans to
propose regulations to define cholesterni
claims in food labeling and to consider
propusing regulations to define fatty
acid claims in food labeling.

5. The 1986 Proposed Cholesterol
Nutrient Content Claims

In the Federal Register of November
251986 (51 FR 42584), FDA published a
proposal to define terms that describe
the cholesterol content of foods and to
provide for their proper use in food
labeling. FDA proposed te amend
§ 101.25 to define the terms “cholesterol
free.” “low cholestersl,” and "reduced
cholesterol” and to provide for truthful
comparative statements that describe
significant reductions in cholesterol
content. Specifically, FDA proposed that
“cholesterol free” be defined as less
than 2 mg ¢f cholesierol per serving,
“low cholesterol” as less than 20 mg of
cholesterol per serving, and “reduced
cholesterul™ as a 75 percent reduction.
FDA proposed to require that whencver
these teems or statements about
chaclesterol content appear on labels, the
amount of cholesterol be declared in the
nutrition label. FDA also proposed to
amend § 101.9, the nutrition labeling
regulaiion, to require that when
cholesterol content is declared on the
nutrition label, fatty acid content also be
declared, and that when fatty acid
conlent is declared, cholesterol content
also be declared. FDA received over
1,000 commients in response to this
proposal.

B. Current Food Labeling laitiative
1. The 196¢ ANPRM

In the Federal Register of August 8,
16890 (54 FR 22610), FDA published an

wdvance notice of proposaed valen
{ANPRMY that announced 1 ajor

intfative of the Derartmernt of Hloaiih

and Flomaa Sepvices (D IS) 1o ke o
new look at Inod {abeling as o tool fon
cromating sound mdrition for the
nation's consumers. FDA asked |
public coy
lubeliag, including the use of nutriem
content claims such as “cholesterol
free” to characterize foods,

In response 1o the ANPRM, FDA
received over 2,000 written comimaits,
plus over 3,000 copies ol a quostivnneine
that had been distiibuted by a consumer
organization. Over 500 of the written
comments addressed issues related to
specific nutrignt content claims. Thaese
comments made clear that hoth
consumers and foed manufacturers are
strongly in favor of improving food
labels and, in pariicular, that FOA
should define additional food nutrient
content claims. In additicn.
approximately 3.500 of the over 5.000
guestionnaires supported the need for
additional descriptor definitions. Many
comments stated that the proliferation
of undefined terms has resulted in
confusion for consumers and unfair
competition for manufacturers. One
comment stated thal terms are
“meaningless the way they are used
now and are primarily used as
marketing tools rather than guides for
the health conscious consumer.” Many
comments suggested that commonly
used nutrient conteni claims should
either be defired by FDA or not
permitted.

As part of this DHEIS initiative, FDA
announced in the Federal Register of
September 20, 1989 {54 FR 38806) a
series of four public hearings to discuss
nutrition labeling and other issues
celated to food labeling, including the
use of nutrient content claims.
Representing a cross-section of
interested parties, some 200 praple
inciuding consumers, health
professionals, trade associations, other
industry representatives, and State and
local health officials, testified at hese
hearings. In addition, 1.500 more persons
participated in 50 local “*consumer
exchange’ meetings conducted by FDA.
Comments received as a result of the
ANPRM and testimony from people at
the hearings approved of FDA's past
efforts to define terms relating to ihe
content of calories, sodium, and
cholestercl. The comments supported
FDA's basic approach of defining terms
such as "no _.___," “low ____," and
“reduced ___.." They urged FDA to
proceed immediately to define the sther
ferms that are commonly used. giving
priority to terms with the greatest d

nent on five arcas of foesd
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impact on public hea!lth. There was
general agreement that top priority
should be given to the terms that
describe the fat content of foods.

On March 7, 1990, Secretary of Health
and Human Services, Louis W, Sullivan,
announced that FDA would undertake a
comprehensive, phased response to the
comments on the ANPRM.
Subsequently, FDA prepared and
published, in the Federal Register of July
18, 1990, three proposed rules that
would: (1) Make nutrition labeling
mandatory on foods that are a
meaningful source of nutrients and
revise the content of the nutrition label
(55 FR 29487); (2) establish standard
sarving sizes (55 FR 29517); and (3)
eslablish reference values for declaring
nutrient and other food component
content in nutrition labeling (55 FR
29476). In the same issue of the Federal
Register, FDA published a tentative final
rule defining terms that may be used in
food labeling to describe the cholesterol
content of foods.

2. Tentative Final Rule on Cholesterol
Nutrient Content Claims

In the tentative final rule that
published in the Federal Register on July
19, 1990 (55 FR 29456), FOA addressed
the comments received in response to
the proposed rule on cholesterol nutrient
content claims (51 FR 42584, November
23, 1986) as well as the comments
received in response to the 1989 ANPRM
and the public hearings. Many of the
comments requested that FDA limit the
amount of fat and of saturated fatty
acids in foods claiming to be
“cholesterol free” or “low in
cholesterol.” FI3A agreed with these
comments and in the tentative final rule
(55 FR 29456) proposed to limit the
centent of fat and saturated fatty acids
in foods bearing these claims. FDA
propased to limit the use of the terms
“cholesterol free” and "low cholestercl”
to foods that contain not more than 5 g
of fat and not more than 2 g of saturated
falty acids per serving, as well as the
requisite cholesterol levels. On a dry
weight basisg, these foods could contain
not more than 20 percent fat and not
more than 6 percent saturaled fatty
acids.

The requisiie cholesterol levels
remained the same as proposed in the
1986 proposal, except that FDA
proposed: (1) To define “low
cholesterol” as “20 mg or less of
cholestercl per serving” ratber than as
“less than 20 mg per serving,” and (2) to

- add a second criterion based on density
to the definition of “low cholesterol,”
namely that the food contain 0.2 mg or
less cholesterol per g of food. The first
change was macz to be consistent with

FDA'’s other definitions for “low,” for
calories (§ 105.66(c)(1)(i)} and for sodium
(8 101.13(a)(3}), that include the integer
in the definition.

FDA made the second change to
prevent ‘low cholesterol” label claims
from conveying a misleading impression
about the cholesterol content of certain
fuods. Comments pointed out that a
single criterion based on serving size
could result in widely recoguized “high
cholesterol” foods with emali serving
sizes (e.g., butter, lard, and some
processed cheese foods) being labeled
as “low cholesterol”. These comments
stressed that despite their small serving
sizes, such foods actually may be
consumed frequently and in large
amounts, resulting in a substantiai total
daily intake of cholesterol. In addition,
the comments were concerned that a
“low cholesterol” claim on such foods
could encourage increaesed consumption
of the foed, significantly adding to an
individual's total cholesierol intake.

Additionally, in the tentative final rule
FDA proposed to limit comparative
statements about cholesterol content to
products with at least a 25 percent
reduction in cholesterol content. This
requirement was added to prevent
deceptive comparative claims and to
help ensure that consumers are not
misled into believing that an
inconsequential reduction in cholesterol
content will provide significant health
benefits.

FDA advised that it considered the
tentative final rule to contain the
agency’s final determination on all
substantive issues other than on the
threshold levels of fat and saturated
fatty acids, and that a comment would
have 16 be very significant to make any
changes in the rule other than to the
threshold levels.

3. Nulrition Labeling

On July 19, 1990, FDA also published a
proposed rule (55 FR 29487) (the
mandatory nutrition labeling proposal)
g require nutrition: labeling on most
foods that are meaningful sources of
nutrients and to revise the list of .
nutrients required to be deciared. The
agency proposed to require that
nutrition labeling include fat, saturated
fat (which could also be declaved as
“saturated”), and cholesterol content of
the food, as well as the amount of
ralories from fat. In addition, the
following itemms could be included
voluntarily: unsaturated fat (which the
proposal said could also be stated as
“unsaturated” or, alternatively, as
“monounsaturated” and
“polyunsaturated”), calories from
unsaturated fat, and calories from
saturated fat.

The agency proposed that the listing
of unsaturated fatty acid content would
be mandatory when a claim is made
about fatty acids or cholestersl, or when
calories from unsaturated fatty acids are
voluntarily declared. Moreover, under
tiie proposal, the specific listing of the
monounsaturated and polyunsaturated
fatty acid content would become
mandatory when a claim is made about
a particular type of unsaturated fatty
acid. Finally, the agency proposed to
prohibit any claim that a food is
nutritionally superior to another food in
fal or saturated [alty acid content unless
the level of these substances is at least
25 percent less than in the food to which
the comparison is being made.

4. Reference Daily Intake (RDI) and
Daily Reference Values (DRV)

In a proposed rule related to nutrition
labeling (55 FR 29476, July 19, 1990) (the
RDI/DRV proposal), FDA updated the
U.S. Recomimended Daily Allowances
{U.S. RDA’s) used in food labeling and
proposed to replace the term “U.S.
RDA” with “Reference Daily Intake”. In
the same proposal, the agency also
introduced the term “Daily Reference
Value” and proposed DRV’s for seven
food components, including total fat (75
g). saturated fatty acids (25 g),
unsaturated fatty acids (50 g), and
cholesterol (300 mg). These DRV’s are
based upon a diet of 2,350 calories,
which is the population-adjusted mean
of the recommended enecrgy aliowances
for persons 4 or more years of age, as
indicated in the 10th edition of the
“Recommended Dietary Allowances™
(Ref. 3). The DRV for cholesterol is,
however, independent of caleries.

5. Serving Size

FDA proposed standardized serving
sizes for the major categories of foods in
a third proposed rule (55 FR 29517, July
19, 1990) to assure reasonable serving
sizes and to provide for comparison
amorng similar products. FDA gaid that
these serving sizes, if adopted, would
ensure that claims, such as “low
cholesterol,” were the result of the
characteristics of the food and net
manipulation of the serving size. The
agency stated that these standardized
serving sizes would help to ensure that
food label claims are not misleading to
consumers.

6. Institute of Medicine Report

On September 26, 1990, the National
Academy of Sciences (NAS's) Institule
of Medicine (I0M]) issued a report
entitled “Nutrition Labeling: Issues and
Directions for the 1990’s” (the IOM
report) (Ref. 4). The IOM report was
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written under contract to the Public
Health Service, DHIHS, and the Food
Safety and Inspection Service, USDA.
This report makes recommendations for
changes in food labeling that will assist
consumers in implementing the
recommendations of “The Surgeon
General's Report on Nutrition and
Health” {Rel. 5] (the Surgeon General's
Report) and NAS's recent report, “Diet
and Health, Implications for Reducing
Chronic Diszase Risk” (Ref. 8) (the NAS
report}. The IOM report recommends,
among other things, that FDA define
nutrient content claims for fat, fatty
acid, and cholesterol content.

7. Nutrition Labeling and Education Act
of 1990

On November 8. 1960, the President
signed into law the Nutrition Labeling
and Education Act of 1990 (the 1990
amendments) (Pub. L. 101-535). The 1990
amendments make the most significant
changes in food labeling law since
passage of the act. They strengthen
DHHS's foed labeling initiative by
clarifying FDA’s legal authority to
require nutrition labeling on foods and
by defining the circumstances under
which claims may be made about the
nutrients in foods. Section 403(r)(1)(A) of
the act (21 U.S.C. 343(r}(1){A)), which
was added by the 1990 amendments,
states that a food is misbranded if a
claim is made in its label or labeling that
characterizes the levels of any nutrient
of the type required in nutrition labeling
under section 403(q) of the act, including
fat, fatty acids, and chelesterol, unless
the claim is made in a manner that
conforms to the requirements of the act.
These requirements, and the agency’s
proposead regulations implementing
these requirements, are generally
discussed in a companion proposed rule
entitled “Food Labeling; Nutrient
Content Claims, General Principles,
Petitions, Definiiion of Terms” published
elsewhere in this issue of the Federal
Register (hereinafter referred to as the
“companion document on nutrient
content claims”). However, the
requirements that specifically apply to
nutrient content claims {synonymously
referred to as *nutrient content claims”)
with respect to fat, fatty acids, and
cholesterol are the subject of this
document.

The 1990 amendments directly affect
FDA'’s tentative final rule on cholestercl
claims of July 19. 1680. Because a
number of changes in the tentative final
rule are necessary to bring it into
conformity with the requirements of the
1980 amendments, the agency is issuing
this new proposed rule on cholesterol
nutrient content claims. In doing so, the
agency is including proposed definitions

for fat and faiily acid nutrient content
claims in this document because of the
interrefationship among ihese
compoents and cholesterol in the
etiology of curdiovascular disease. The
agency is also providing for the use of
other truthful and nonmisleading
comparative statements about the levels
of fat, fatty acids, and cholesterot in
cods,

8. Supplementary Nutrilion Labeling
Proposal

Elsewhere in this issuc of the Federal
Register, FDA is publishing a reproposal
entitled “Feod Labeling: Reference Daily
Intakes and Daily Reference Values;
Mandatory Status of Nutrition Labeling
and Nutrient Content Revision”
{hereinafter identified as the
“supplementary nutrition labeling
proposal”) to bring its earlier mandatory
nutritien labeling and RIJI/DRV
proposals into conformity with the 1990
amendrments. In addition to the changes
required by the legislation. FDA is
proposing some changes to assist the
implementation of the final regulations
and to help clarify the earlier proposals.
With respect to fat and fatty acids. the
agency is proposing that they he
declared in increments of Y2 g rather
than1g.

II. Scientific Background to Proposed
Action

A. Overview

The Surgeon General’s Report (Ref. 5}
and the NAS report “Diet and Health,
Implications for Reducing Chronic
Disease Risk” (Ref. 6} considered the
evidence on the effect of diet on an
individual’s health. Cne of the main
conclusions from these reports is that
consumption of diets high in fat,
saturated fat, and cholesterol is
asscciated with increased risks of
developing certain chronic disegses.
These reports recommend that
Americans reduce their consumption of
these substances in their diets.

Given the significance of dietary
intake of fat, saturated fatty acids, and
cholesterol, FDA is secking ways to
assist consumers in modifying their diets
to reduce their intake of these food
components. One way to do so is to
ensure that the food label provides
information on the fat, fatty acid, and
cholesterol content of the food. To this
end, FDA is issuing proposed niutrition
labeling regulations that will require
that most foods bear nutrition labeling
that discloses the quantitative amounts
per serving of total fat, saturated fat,
and cholestero! as well as the number of
calories derived from fat.

In this document, FDA is proposing to
provide for the use of descriptor
{nutrient content) claims en food iabels
or tabeling to describe the fat, fatty acid.
and cholestercl content of ihe food. This
document does not, however, address
whether it is possible to use the food
label to communicate explicit health-
related information, nor does it address
what type of health information, if any,
on cietary fat, fatty acids, and
cholesterol would be appro
food labeling. FDA is addrowss
issues in the ongeing rulemaki
proceeding on “Health May,
Label Statements” (see proge .
FR 5178, February 13, 1960).

2 and
«d rule, 55

The following discussion ¢« vibes
dietary fats and the scientiiic.
background fer this propos:i : daline

fat and fatty acid nutrien:
claims, Similar informatic: on
cholesterol can be found in: "he
proposed rule {51 FR 42584 ).

Tt
el

B. Description of Dietary éciv

Fats provide the most concenitated
source of energy in the die!. Buch gram
of fat furnishes approximately nine
calories, while carbohydraics and
protein furnish approximatuiy four
calories per gram. (FDA is nsing the
term “'calories” throughout
document rather than the mure precise
“kilocalories™ or “energy” Lecouse the
term “'calories’ is more readily
understood by consumers.) The major
sources of fat in the Americsn dict are
meat. poultry, and fish; dairy produats;
and the category of foods refered 1o as
{fats and oils” Ref. 5, p. 30}

Most fats occur in food as
triglycerides, which, upon hydiretysis
{which occurs during the di; !
fats), yield fatty acids and glyce
fatty acid is composed of a cartsox;
acid group attached to a chain of carbon
atoms. Most carbon atems : vhain
have two hydrogen atoms ad to
them. However, sometimes tiwvo adjacent
carbon atoms each have caly ong
hydrogen atom attached to thom it
of two and are joined together by wh
is called "a double bond.”

The number of carbon ats
by double bonds determines
of unsaturation of a fatty acid.
acids with no double bends are
saturated. those with one dc
are monounsaturaied, and thos
two or more double bonds are
polyunsaturated. The fatty ac
commonly found in foods ara:
composed of an even numbe
atoms. usuaily 12 to 22, and o
from 6 to 6 double bonds.

The faity acid compositio:
oils may be modified through « p

o, ?
H

RO
o
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known as “hydrogenation.” in which
double bonds gain hydrogen atoms and
become single bonds. Fats and oils era
hydrogenated to reduce their
susceptibility to rancidity and te change
the fut from a liquid to a sokid form. The
degree of hydrogenation can vary
considerably. The composition of the
original fat or oil and the degree of
hydrogenation affect the fatty acid
compaosition of the final product.

Complete hydrogenation of a fat or ol
resulls in a solid fat containing only
saturated fatty acids. More commonly, a
fat or oil is partiaily hydrogenated.
Fydrogenation reduces the contant of
polyunsaturated fatly acids and
increzses the content of
monounsaturaied and saturated futty
auids. Partiu}l bydrogenation of fats or
¢ils may produce additional changes in
the chemical structure of the fatty acids,
such as changes in the location of
double bonds along ihe carbon chain
and in the formaticn of “irans” double
bonds, which have a geometric
configuration different from that which
cucurs predominately in nature.

All dietary fats consist of a mixture of
saturated, moncunsaturated, and
polyunsaturated fatty acids. In generz!,
animal-derived fats contain a higher
proportion of saturated faity acids than
futs or oiis derived from plants. The
latter generally contain more
monounsaturated and polyunsusturaied
Tatty acids. There are some excepiions
to this generalization. Coceonut 0i and
palm kernel oil, for example, contain =
high proportion of saturated fatty acids
even though they are derived from
plants, and some fish oils are good
sources of polyunsaturated faity acids
(Ref. 5, p. 57}. Furthermare, soma
hydrogenated vegetable cils that are
used in processed foods as alternatives
to animal fat or coconut or palm kernel
0il may contain high levels of saturated
fatty acids.

In regard {o the effect of dictary fals
on serum cholestero! levels, the amount
of saturated fatty acids present in the
final food preduct is more important
health information than the source of the
Izt or oil (Ref, 7).

C. Diat ond Chronic iXsemses

Although much remains to be lsarned
ahout the impact of diet on chronic
disease risk, the overall evidence
supports a relationship between certain
distary patterns and chronic diseases.
As stated in the Surgeon General's
Eeport:

High intake of total dietary fat iz
associated with increased risk for
ohesity, some types of cancer, and
possibly gall bladder disaase.
Fpidemiologis, clinical, and ani

studies provide strong and consistent
evidence for the relationship betiwween
saturated fat intake, high hlood
cholesterol, and increased risk for
coronary heart disease * * *. Excessive
saturated fat consumption is the major
dietary contributor to total blood
cholesterol levels. Dietary cholesterol
raises blood cholesterol levels, but the
offect is less pronounced than that of
satarated fat * * *

Distary fat contributes more than
twice as many calories as equai
guantities (by weight) of either protein
or uarbohydrsate, and some studies
irdicate that diets high in total fat are
associated with higher obesity rates. In
addition, there is substantial although
not yet conclusive, epidemiclogic and
animai evidence in support of an
association between dietary fat intake
and increased risk for cancer, especially
breast and colon cancer. Simitory,
vpidemiologic studies suggest an
association between gellbladder
disease, excess caloric iniake, high
dietary fat and obesity.

(Ref. 5. p. 10).

The NAS report similarly stated the
general conclusion that “total amounts
and types of fats and other lipids in the
diet influence the risk of atherosclerotic
cardiovascular diseases and, to a less
well-estabiished extent, certain forms of
cancer and possibly obesity.” The repaoxt
went on to staie that, “Intake of total fat
per se, independent of the relative
content of the different types of fatty
acids, is not associated with high blooed
cholesterol lavels and coronary heart
disease,” but rather that, “saturated
fatty acid intake is the meior dictary
determinant of the serum total
cholesterol and LDL chelesterol levels in
populations and thereby of coronary
heart disease risk in populations.” (Ref.
6}. On the basis of the current scientific
evidence, both reperts recommend that
individuals reduce their consumption of
fat (especially saturated fst) and
cholesteral,

Coronary heart disease {CHD}
remains the leading cause of death in
the United States today. The causes of
CHD are multifactorial. Evidence from
animal and human studies and from
epidemiologic surveys continues to
accumulate, implicating amenyg other
foctors high blood choleaters!, high
biood pressure, and cigaretie smoking s
causative agenis in the development of
atherosclerosis, Atherosclerssis, in turn,
leads to narrowing of the arteries and
development of CHD. The scientific
evidence supporting these conclusions
has been extensively reviewed in the
Surgeon General's Report (Ref. 5} and
the NAS report {Ref. 8). In regard to

blood cholesterol lavels, the Surgeon
Ceneral’'s Report states:

An extensive body of clinical evidernce
supported by animal. epidemiologic, and
metabolic studies has established the
relationship betwesn high blood cholesteral
and increased CHD risk. The relationship is
sirong. continuous, and graded.

(Ref. 5, p. 86.)

The Surgeon General's Report slso
states:

Numercus expert bodies have examined
the evidence relating diet to CHD and its
irnplications for public health. Although the:e
are many determinants of blood cholesterol
Jzvels, no modifiable factar has been shows
te influence cholesterol and lew-density
lipoproieins more than diet.

Accordingly, many expert healtl
organizations have made
recommendations for modifying distary
intake of fat, fatty acids, and cholesterol
{or the purpose of impreving the public
kealth. These recommendations are
summarized as follows:

1. The Surgeon General's Report:
Reduce consumption of fat (especially
saturated fat) and cholesterol. Choose
foods relatively low in these substances,
such as vegetables, fruits, whole grain
foods, fish, poultry, lean meats, and low-
fat dairy products. Use food preparation
methods that add little or no fat {Ref. 5).

2. The NAS Report: Reduce total fat
intake to 30 percent or less of calories,
reduce saturated fatty acid intake to less
than 10 percent of calories, and the
intake of cholesterol to less than 300 mg
daily (Ref. 6).

3. U.S. Departnient of Health and
Human Services and U.S. Department of
Agriculture in “Nulriticn and Your
Health, Dietary Guideiires for
Americans’ Choose a diet low in fat,
saturated fat, and cholesterol (Ref. 8},

4, The National Cholesterol Educeation
Program (NCEP} Report of the Expert
Parel on Population Strategies for Blood
Chalesterol Reduction (Population
Panel): Healthy Americans should
consume less than 10 percent of total
calories from saturated fatty acids, an
average of 30 percent of total calories or
less from all fat, less than 300 mg of
cholesterol per day. and energy (calorie}
levels needed to reach or maintain a
desirable body weight (Ref. 9.

5. Repart of the NCEP Expert Pasef oz
Letection, Evalvation and Treaiment of
Fligh Blood Cholesterol in Adulis: For
adults with borderline to high blood
cholesterol, the NCEP recommended
two dicts to assist in .owering high
binod cholesterol levels. In the step-one
diet, less than 30 percent of total
calories are to come from distary fat,
with less than 10 percent coming from
saturated fatty acids. up to 10 percent
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from polyunsuturated fatty acids, and 10
to 15 percent from monounsaturated
fatty acids. In addition, cholesterol
intake is to be less than 300 mg per day.
The step-two diet (for persons requiring
greater dietary modifications to lower
serum chelesterol) differs in that
saturated fatty acid intake is to be less
than 7 percent of total calories and
cholesterol less than 200 mg per day
{Ref. 10).

6. American Heari Association:
Calories derived from fat should be less
than 30 percent of tctal caloric intake,
calories derived from saturated fat
should be less than 10 percent of
caleries, and the daily cholestero! intake
should be less than 300 mg (Ref. 11).

7. American Medicel Association
{AMA): Persons with
hypercholesterolemia (high serum
cholesterol} and hypertriglyceridemia
{high serum triglycerides) should
consume a diet in which no more than
30 to 35 percent of calories are derived
from fat, in which less than 10 percent of
calories are from sources of saturated
fat, and in which there is less than 300
mg of cholesterol per day (Ref. 12).
While these recommendations were
originally made in 1983, the AMA
currently supports the NCEP
recommendations.

8. Inter-Society Commission on Heart
Djsease Resources: Reduce dietary
cholesterol to no more than 250 mg per
day, reduce total fat intake to less than
30 percent of calories, and adjust fat
intake to provide no more than 8 percent
of calories from saturated fat (Ref. 13).

9. World Health Organization Expert
Comimittee on Prevention of Coronary
Heart Disease: In countries with a high
incidence of CHD, such as the United
States, bloed cholesterol levels should
be lowered threugh progressive changes
in eating patterns, including
consumption of under 300 mg of
cholesterol per day and less than 10
percent of energy intake as saturated fat
[Ref. 14).

II1. Provisions of the Proposed
Regulation—Use of Defined Terms and
Comparative Statements

A. Introduction
1. Legal Basis

FDA is proposing to define terms that
describe the fat, fatty acid, and
cholesterol content of food, to provide
for the proper use of these terms, and to
provide for the use of comparative
claims regarding the level of these
substances in food labeling. FDA has
authority to take these actions under
sections 201(n), 403(a}, 403(r), and 701(a}
of the act (21 U.S.C. 321(n), 343(a), 343(1),
and 371{a)). Those sections authorize the

agency to adopt regulations that prohibit
labeling that is false or misleading in
that it fails to reveal material facts with
respect to consequences that may result
from use of the food and that uses terms
to characterize the level of any nutrient
in a food that have not been defined by
reguiation by FDA.

Because the consensus reports cited
above suggest that consumers limit their
dietary intake of fat, latty acids, and
cholesterol, and because comments to
the 1983 ANPRM and testimony at
FDA's public hearings on labeling show
that consumers are concerned about,
and wish to reduce their dietary intake
of these substances, it is important that
labe! statemernts not convey a
misleading impression about the fat,
fatty acid, or cholesterol content of a
food. Without clear definitions of the
terms that describe the levels of these
nutrients in food, manufacturers could
use a term like “low fat” on products
that vary widely in fat content.
Inconsisient use of the same term on
various products could only lead to
consurner confusion and nonuniformity
in the marketplace. To ensure that
consumers are not misled and are given
reliable information, Congress found,
and FDA agrees, that it is appropriate
for the agency to establish specific
definitions to standardize the terms used
by manufacturers to describe the fat,
saturated fatty acid, and cholesterol
conient of foods. FDA is proposing to do
so in this document.

2. Organization of Regulations

As discussed in the companion
docurment on nutrient content claims
published elsewhere in this issue of the
Federal Register, FDA is proposing to
reorganize part 101 of its regulations to
add Subpart D-~Specific Requirements
for Nutrient Content Claims. In doing so,
FDA is proposing to redesignate current
§ 101.25 Labeling of foods in relation to
fat and fatty acid and cholesterol
conient as § 101.62 Nutrient content
claims for fat, fotty acid, and
cholesierol content of foods. This
change will allow this section on fat,
fatty acid, and cholesterol content
claims to be grouped with the other
descriptor definitions in new subpart D.

The companion document on nutrient
content claims also proposes to add a
new section, § 101.13 Nutrient content
claims—general principles, which sets
forth general rules for all nutrient
content claims. FDA is proposing in
§ 101.62(a)(2) to require that fat, fatty
acid, and cholesterol content claims
comply with the provisions of § 101.13
as well as § 101.62.

Among the most significant of the
proposed general provisions are

§3 101.15{g) and (4, which set forth the
requirements for the statement that,
under the act, must accompany any
nutrient content claim. Pursuant to
section 403{r}(2j(B) of the act, the labels
or labeling of foods that bear nutcient
content claims must contain the
following statement that refers the
consumer o the nutriticn label: “See
- for nutrition information.” Under
section 263{r}(2){B}{i) of the act, the
black must ideniify the panel of the
puckage on which the nutrition label is
located. Proposed § 101.13(g) reflects
this requirement.

Proposed § 101.13(h) provides, in
accordance with section 403{r}{2}(E)(i)
of the act, that the statement must also
identify any nutrient that is pregent in
the food at a level that increases to
persons in the general population the
risk of a disease cor health-related
condition that is diet-related. The
section also proposes to define specific
levels of fat, saturzted fat, cholesterol,
and sodium that present such a risk.

Thus, some foods that meet the
definition for “low fat,” for example,
contain cholesterol at levels that require
identification of this nutrient (proposed
in § 101.13(h} as levels of more than 45
mg of cholesterol per serving or per 100
g of food). Many species of {fish and
shellfish arve examples of such foods. To
vefer consumers to the cholesterol
conten! of thesz foods, the agency is
proposing in § 101.13(h} that the label of
such foods bear, in immediate proximity
to the “low fat” claim, the following
statement: “See for information
on cholesterol and other nutrients,” with
the blank filled in with the identity of
the pane! of the label where the
nutrition information is located.

For other general provisions, the
reader is referred to the companion
document on nutrient content claims
published elsewhere in this issue of the
¥ederal Register. Consistent with the
discussion in that document, to ensure
that foods that bear fat, saturated fat,
and cholesterol claims bear nutrition
labeling, FDA is proposing tc require
such labeling as a genera!l requirement
in proposed § 101.62{a}(3).

3. Serving Size to Evaluate Nuirient
Content Claims

FDA proposed in § 101.12(f) of the
1980 serving size preposal {55 FR 29517,
that for any container with more than
one serving the proposed standard
serving size weuld be used to determine
the appropriateness of a nutrient content
claim, such as “cholesterol free.” For
single-serving containers containing 100
percent or less of the standard serving,
the agency proposed to evaluate the
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m based oa the stoadard
-However, for single-serv
corhnz ¢ conlaining mere than 160
reent, but 150 percect or less of the
v serving, the ageney p
tathe claim onthe b
ni of ihe puckage.
[ nommenrts on M.L
Y 4 the propo
“Lm of nulrient contern
r food indust

standard serving size, not t}m pd
coatent should be used to evaluate
descriyior cloims on all types ard sizes
of pack Manufastners paintad out
that under thie 1890 propos4! oxn serving
size. the same food product that could
be lubeled as “low sediun™ on the basis
of the standard serving sixe raight not
qualify for & “low sediam” claim when
packaged in 2 single-serving container
ronfzining between 100 percent and 150
percent of the standard serving. For
erample. an 8 {luid ounce container of
skim milk coniaining 126 mg of sodium
would meet the criteria for & “low
sodium "~ claim. but e 10 fudd ounce
container of t"'n: same milk containing
158 mz of sadium would not.

Because of the complexity of the
issues with respect to serving size and
the necd to obiain further public
comment cr: the impast of the 1990

amendments and the I0M repart {Ref. 4)
on this subject, FDA announced a puhlic
meeting to discuss issues related to
serving size determination (56 FR 8084,
F eHrs.m\f 28, 1991). In the notice of the
public meeting, FDA raised the gquastion
of whether the discrepancies in the use
of nuirient content claims on fosd
products would be confusing and asked
for data to support any views presented.
The publie meeting was held on April 4,
1991, and provided opportunity for both
oral and writtan comments.

In coinments, 8 manufacturer
suggssied that FDA establish reference
sarving sizes, and that botk the
reference serving size and the serving
size declared on the label be required to
be used {0 evaluate the compiiance with
FDA criteria for the nutrient content
claims. The agency believes that this
suggestion is & reasonable approach to
regulating the use of nutrient coutent
claims not only on single-serving
containers but also on all ether products
when the serving size declared on the
label differs from the reference standard
{e.g., products in discrete units such as
mufiins). Therefore, in proposed
§ 181.12(b] in the agaucy's reproposal on
serving sizes published elsewhere in this
itssue of the Federal Register, FDA has

sat forth reference amounts cusiomarily

consumed per eating ocucasion {reference
amounts) for 131 food product
categories. In accordance with
pravisions of the 1980 amendmernts that
reguire label serving sizes to bs
omresspd in cemmon house!
, propused § 141 Q(b}{; i
same dobh::lf‘,ﬂl provides procedures for
manufaciurers to use in con veré,ing the
reference amounts, w "ﬂC"i raliy @

preducts.

In proposed § 101.12{g} FDA is
proposing thet, if the sarving
decldred on the product luhbs
iram the reference amseni 34
proposed § 101.12{L), botk: the sefes
amount and the serving size decla
the product label must e used to
determine whether the product meets
the FDA criteria for nulvient content
claims as sot forth in 21 CFR part 101,
subpart D,

Consistent with proposed § 161.12{¢},
FUA is proposing for the subject fat,
fatty ecid, and cholesiero! claims (as
well as for all other nutrient content
claims discussed in the companion
document on nutrient content claims}
that all per serving criteria (e.g.. less
than 2 mg of cholesters! per serving for
“cholesterol free” claims) will apply to
the serving size declared on the product
label and, where the labeled serving size
and the reference amount differ, to the
referance amount ag well. Therefore,
taking the preceding example of skim
milk, the proposed reference amount
customarily consumed for all beverages
is 240 milliliters which is equivalent to 8
fluid ounces. When considering the 8
fluid ounce container, ihe reference
amount and the labeled serving size are
the same. Therefore, because 8 3 fluid
ounces of skim milk contain 126 mg of
sodium and the definiticn for “low
sodium” is an amount of 140 mg or less,
the container could bear a “tow sg
claim.

However, when considering the 10
fiuid ounce container, the labeled
serving size is larger than the reference
amount. Ten fluid ounces of skim milk
contain 158 mg of scdium, an amount
exceeding the definition for “low
sadium.” Therefore, while the amount of
sodium in the reference amount of skim
railk is within the definition, the amount
of sodium in the labeled serving size is
not. Hence, if this proposed rule is
adopted, the 10 fluid ounce container
could not bear a “low sedium™ claim.
While acknowledging the appareat
contradiction this difference in
treatment causes, FDA tentatively
concludes that it would be misleading to

allow claims based only on the
reference amount because, paritcularly
with single-serving containers, the
congurmer is expected to consume the
entire labeled serving size. Likewise, |
"‘uld alsoc be misleading to allow claims
based only on the labeled serving size,
bn,cau this could cause manufaciure
to atternpt to manipulate serving sizes,
evers within the proposed conztreints.
In th{f regulaticns in sub
CFR part 101, the agensy -
the applicability of thesze dual crit:
the qgjntxtmlve amounts in the
proposed regulations as per reference
amount cu Jtomuzlly cons
Lsteled serving size” R

Rath=
complicatiag the discussions concerniug
preposed guaniifative amounts in this
preambie, however, ¥DA will abbreviate
“por refersnce amount cusiomas
consuned and per labeled serving size”
as “per serving.”

B. Tetal Fat Clain:s

1. “Fat free”

&. Definition. In response to the 1949
AMPRM, FDA received a few comments
on the definition of the term “fat free.”
Most of these comments recommended
that “fat free” be defined s 0.5 g or less
per serving.

The agency finds mertit in these
comments and is proposing in
§ 101.62{bj{1)(i) to define the term “fat
free” (“free of fat,” “no fat,” “zers {at,”
“nonfat,” “trivial source of fat,”
“negligible source of fat,” or “dietarily
insignificant source of fat”’} to include
foods that contain less than 0.5 g of fat
per serving.

FDA has discussed in the companion
document on nutrient content claims,
published elsewhere in this issue of the
Federal Register, its general approach to
defining “free” levels of nutrienis. This
approach is that the level of a nutrient
that is described as “free™ should bz at
or near the reliable limit of detection for
the nutrient in feods and should be
dietetically trivial or physioiogically
inconsequential.

In the case of analytical
methodologies for fat, 0.5 g of fat per
serving defines a level of fat in food that
is at or near the reliable limit of
detection of fat in food. The actual limit
of detegtion of fat in food varies with
different fcod products. However. 0.5 g
represents the limit of quantitation in
essentially all foeds (i.e., analytical
pracision and accuracy below this
amount is difficult). In proposed
§ 101.9(c)(4) of the supplementary
autrition labeling proposal, the agency is
nroposing that less than 0.5 g of fat
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vould be declared as 707 0 notrilion
Libeling,

Iy addition, the anency has selected
i35 g per serving as the definition {or "t
frea” because it belicves that a cutoff of
0.5 g is low eaough compared to the
DRY for fat, which is 75 g, to be
vonsidered dietetically trivial or
physiologically m((m‘»equa'nti'll For
Gample. 2 person consuming 18 1o 20
ngs per day [Refs. 15 !hmuo’h 17] of
d eontuining 0.5 ¢ Uf fat ver J(‘I‘\/iﬂ"

zn 4 percent of catories
vel of fut is insignificant
compared to the recommended lovel of
; 19 s of caleries from fat in
: dis 8, 9 through 11, and 13).
1’»\ osia ‘*1 ned a policy of using
e” as a deseriplor of physiolog ma“y
ilicant levels of 4 food component
when it adopted the regulation for
sodium nutrient content claims {49 FR
55310, April 18, 1984). The agency has
ceived comments that contend that the
lerm “fat frze” will mislead consumers
into believing that food so labeled is
completely without fat. However, the
wcy believes that no harm will result
from any misunderstanding caused by
the use of this izrm con foods that meet
‘14‘ definition because, as discussed
: 2, foods conta aining less than 0.5 g
at per serving contain a trivial
amount of fat compared to the total
dietary intake of fat for any particular
individual. FDA is proposing to express
this requirement on a per zerving basis
beacanse it believes that consumers are
most familiar with natrient content
claims being defined in this manner. The
agency has used this basis in defining
terms that describe the calorie, sodium,
Hnd cholesterol conient of foods and is
therefore prownsmo an approach that is
vonsistent with thai used by the agency
in the past. Commenis that the agency
has received in response to the 1989
ANPRM and public hearings also
supperied continued use of serving sizes
in the definition of nutrient content
claims, as did the {OM report (Ref. 4).
The agency is not proposing a second
criterion based on the amount of fat per
196 g for the defirit

wuu.n,ﬂ i
from fat, Thi 1

agency

u'l Y

tion of “free” because
the first preposed criterion for this
nuirient requires that the food contain
such a trivial level of fat from a public
heatith perspective that even frequent
consumplion in large amounts of foods
that bear a "{at fiee” descriptor would
not affect in any meaningful way the
ovarall fat level in the diet.

b. Use of “fat free” on products with
added fel. The agency is aware that the
¢laim “fat free” appears on the labels of
iin products to which small amounts

of fat have been deliberately added as
an ingredient. For ::\"m'p"e' SGITe
products that declura a fot
“zero” and that bear the (:I Tt m-(
list suyboean ¢il s an ingn ‘,nt. the
agency has recelved letiors exprassing
confusion about this type of labeling.
The Minnesota State Atierney General,
wriling on behalf of eight other Stale
attorneys general, bas {en 1o the
agency to express their view that such
labeling would bu mis)
consumers {
In respo
ageney i
to add & s

:emm }n m::
definition of to disallow the
use of the i on the labels of products
to which fais or oils have been added as
ingredients. Without this criterion, i
would be e poss sible for a fl,ud that meets

i freg”

the guantitative criterion for the “fat
free” descriptor (i.e,, contains less than
0.5 g of fm Der serv*n”) to have a small

amoum cf fat or oil adu‘.d 4s an
ingredient.

The claim “fat free™ is a
reprasentation that the food is free of
fat. The agency believes that this
representation can be made in good
{faith if the food inkere mly contains very
small amounts of fat [i.e., less than 0.5 g
per serving) because the fnod dees not
contain a dietarily significant amount of
fat. Such a representation cannot be
made in good faith, however, if the
manufacturer intentionally adds a Tat or
oll to the food. In such circumstances,
even though the fat might not be
dielarily significant, it is obvious from
reading the ingredient statement that it
has been added, and, thus, FDA
tentatively concludes that representing
the food as free of fat would ca
confusion and be faise and misleading
under secticns 201{n} and 203{x) of the
act. The agency solicits comments on
Hais tentative cenclusion.

As an alternative ax’:p’f‘ourh, i would
be possible to allow “free” claims even

though the nuirient is ":ud“d if the label
includes a disclosure statement in
association with the claim
acknowledging the addition of ihe
autrient. In order for the claim 1o not be
misleading, such a disclosure stalement
would need to be prominent and
iminediately adjacent 1o the claim each
time it is rnude. Such a ms\;lomre might
state, “An insignificant amount of fat
has been ’.d ded to this product as an
ingredient.” This approa ach was

Ogectad by the Minnesota Atiorney
(,enerdl as aa alternative if FDA
determined that it was not feasible to
prohibit nutrient free claims on producis
that contained a very small amount of a

e

nutrient added as an ingredieat [Ref. 18).

The agency solicits commeants on

wnvirient free claims should be
atlowed on products that contain a very
ail amount of a the nutrient us an
ngredient if sach products
appropriste disclosure stateme ut i
su, what such a disclosure sl:'.:u'm:m
should be. The agency points out,
however, that although, nnder this
proposal, a product woald not be
altowed to call itself “free” of a nutiien:
if a manufacturer infentinrm’lv added
the nutrient to the fsod as an ingradient,
the labe! could make other positive, fran,
and nonmisleading statements sbout the
pre )duﬂ such as how little of the guirien:
is actuadly in the product. For examnle
ai a manuidcturur found that it was
aecessary to add a very small awount of
fa1 to a product to assure that the
pmd,u.l was palatable ic consum
label could make a statement refl
the amaunt of fat in the product
provided that that amount of that
nutrient could mest the definition fov
“low {at.” Such a statement might be
‘contains less that ¥ gram of fat per
ss"vhg," or if accurate, 99 percent Lal
free.”” This labeling is consistent with

§ 101.13(i) which states that, in addition
to statements about the percent of a
vitamin or mineral in a food relative o
the RDI, the label or labeling of 4
peoduct may contain « statement about
the percent or amouni of a nutricot that
implies that the food is high or low in a
nuirient if the food actuauly meets the
definition for either “high” or “low™ as
defined for the nutrient that the label
acdresses.

in addition, the label or labeling o a
product may bear a variety ¢f other
positive statements about i’r;'-- produat
such as the prod urt is “low,” or in the
case of sodium. “very low,” in the
nairient or that the amount of the
nairient in the food is reduced, if that is
the case, or that there is less of the
natrieni in the product than so
ancther product.

.r'aod.s inherenily fat
(2 A)(ii) states that a :
s 59"} claims may not be made fue
foods unless the nutrient for which the
Lla im is made is usually found in the
fond, or in 4 focd that subs males mr
food [see preposed § 101.13{d)). o

Se cretary aijows such a claim based o
a finding that the claim would assist
consumers to maintain a healthy diet.
Thus the act gives the agency the
nuf})OT“tv to limit “free” cluims on Toods
inherently free of a nueirient.

However, FDA believes that
highlighting “fat free” {cods can heip
consumers maintain healthy dietary
practices whether tha {ood is inkerent!
free of fat or is processed to be that
way. Many respondents to FDA's

whaotl

the
ny

L,ﬂ




50486

Federal Register / Vel. 56, No. 229 /| Wednesday, November 27, 1991 / Proposed Rules

consumer suiveys have reported
difficulty in understanding the
quantitative information presented in
nutrition labeling (Ref. 19). Furthermore,
FDA surveys have shown that
consumers want nutrient content claims
and find them usefu! in making food
selections. Supermarket studies by FDA
have shown that shoppers are using
descriptive terms that highlight positive
nutritional attributes (such as “fat free”)
to make food purchase selections (Refs.
20 and 21). In addition, they help to
educate consumers on the intrinsic
properties of foods. FDA believes that
the definitions established in this
proposed rule respond to consumers’
needs. Therefore, FDA has tentatively
concluded that it is riot necessary to
limit “fat free” claims to foods in which
fat is usually present or that substitute
for foods that usually contain fat.

However, the agency believes that the
unqualified use of the term “free” on
foods that are inherently free of a
nutrient can be misleading because such
terminology would imply that the food
has been altered to reduce the nutrient
as compared to cther foods of the same
type. Accordingly, FDA is proposing in
this document (§ 101.62(b){1)(iii)) and in
the companion document on nutrient
content claims (§ 101.13(e)) to require
that if a food is free of a nutrient without
the benefit of special processing,
alteration, forinulation, or reformulation
to lower the content of the nutrient, it
must refer to all foods of that type and
not merely to the particular brand to
which the labeling is attached. For
exaniple, many fruits and vegetables are
foods that would meet the definition for
the term “fat free.” Therefore, if the
agency adopis this policy, broccoli that
bears a “fat free” descriptor would have
to bear labeling such as “breccoli, a fat
free food.”

This requirement is consistent with
the general policy on “free’” and “low”
claims discussed in the preamble to the
final rule on sodium labeling in relation
{0 scdium claims (49 FR 15510 at 15517)
and proposed in § 101.25(a)(2)(i) and
(a)(2)(ii) of the tentative final rule for
both “free” and “low” cholesterol claims
(55 FR 29456). The agency beheves that
this requirement is necessary to prevent
the consumer from being misled by an
implication that a particular food has
been altered to lower its fat, when, in
fact, all foods of that type are naturally
free of, or low in, that nutrient.

FDA is aware that the effect of this
proposed action will be to allow “free”
claims on foods that do not usually
contain the nutrient {e.g., “Brand A soft
drink, a fat-free food”). However,
because of the importance of

highlighting “fat free” foods, the agency
beliaves that this course is the
appropriate one. FDA specifically
requests comments on this aspect of its
proposal.

Therefore, FDA is proposing in
§ 101.62(b)(1) to allow “fat free” claims
on all foods that contain less than 0.5 g
of fat per serving and contain no added
fat or oil and, in § 161.62(b}(1)(iii), to
require that “fat free” claims on foods
that are inherently “fat free” disclose
that fat is not usually present in the
faod.

2. “Low Fat”

a. Definition. Most of the comments
on the 1989 ANPRM that deall with fat
nutrient content claims favured a single,
uniform maximum cuioff ranging from 2
to 5 g of fat per serving for all fcod
categories for defining the term “low
fat.”

The comments favoring 5 g of fat per
serving for all food categories were
primarily from representatives of the
dairy industry, who suggested that the
cutoff for “low fat” be consistent with
the cutoff in the food standard for lowfat
milk (21 CFR 131.135). This standard,
which was promulgated in 1973, allows
milk containing 0.5-, 1-, 1.5- or 2-percent
milkfat to be named “lowfat milk.” Two
percent milkfat in an 8-fluid ounce
serving equates to 5 g of fat.

The agency, however, has derived its
proposed definition for “low fat” and
the synonyms “low in fat,” contains a
small amount of fat, “low source of fat,”
or “little fat” from the proposed general
principles for nutrient content claims
that appear in the companion document
on nutrient content claims published
elsewhere in this issue of the Federal
Register. Under these general principles,
the agency 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. FDA has
selected 2 percent as the starting point
based on its historical use of 2 percent
of the U.S. RDA as a measurable amount
of a nutrient in a food (§ 101.3(e){4)(ii)).

To arrive at a defined value for “low”
when a nutrient is not ubiquitous, the
agency is proposing to increase the 2

. percent amount to adjust for the

nutrient's uneven distribution in the
food supply. This adjustment recognizes
the practice of dietary planning in which
a person consumes in a day a
reasonahle number of servings of fcods
labeled as “low,” balanced with a
number of servings of foods that do not
contain the nutrient in question and a
small number of servings of foods that
contain the nutrient at levels above the
“low” level, and is still able to stay
comfortably within the guidelines of the

various dietary recommendations. This
adjustment to reflect the nuirient's
distribution in the food s:pply has the
effect of permitling a wider variety of
focds to be labeled as “low” than would
be possible if the 2 percent of the DRV
standard was used generally to define
“low.”

With respect to ful, current dietary
guidelines (Refs. 6, 8, and 9) recommend
that a person consume a maximum of 30
percent of calories from fat, which in a
diet of 2,350 calories per day would
allow for consumption ¢f 3 maximum of
75 g of fat per day. This value has been
proposed as the DRV for fat (55 FR
29476). Two percent of this proposed
DRVis1.5g.

The agency is not proposing 1.5 g as
the cutoff of a “low fat” claim, hawever,
because fat is not ubiquitous in the food
supply. For instance, very little fat is
found in most fruits, vegetables, and
grains. Because fat is not ubiquitous and
vet is found in more than a few food
categories, FDA tentatively concludes
that an appropriate upper limit for a
“low fat” claim should be set at two
times 2 percent of the DRV, or 2 g per
serving. The agency tentatively
concludes that this amount is a
reasonable definition for “low fat”
because an average level of 3 gin 15 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, comfortably within the DRV of 75
g of total fat. Therzfore, the agency is
proposing in § 101.62(b}(2)(i) that a “low
fat” food contain 3 g or less of fal per
serving.

It should be noted that in deciding
whether a food meets the criteria for
“low fat” (and all other nutrient content
claims except “free”), FDA considers the
per serving criterion to pertain to the
amount that is appropriately declared in
nutrition labeling under § 101.9 rather
than the amount that is actually present
in the food product. Therefore, a food
may meet the “low fat” criterion of “3 g
or less fat per serving” even though it
actually contains slightly more than 3 g
of fat per serving. This anomaly cccurs
because of the rounding rules that FDA
is proposing in the nutrition labeling
regulations. Proposed § 101.9(c)(4) states
that fat is to be expressed to the ncarest
1/2 g. Accordingly, if FDA adopts that
provision in the final nutrition labeling
regulations, a food containing up to 3.24
g of fat would declare the level of fat as
3 g in nutrition labeling and would thus
meet the criterion of “3 or less fat per
serving.”
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: 1use HJA is proposing
e fhem a5 than X amonnt”
bon “2oonount or less.” Booanse
por is pol included in the
ofinition, H} A is proposing not v atlow
rounding above that amount.

O, Newd for criterion based on soeiyli,
The ngency is rsmpo»mﬂ in
$10t.e2{b {2}y that a “low fat” Jood
would have to vontain 3 g or less fat per
106 g as well as per serving, FDA has
st nted in the compavli«m document on
netrient content claims that an
additional eriterion based on weight is
needed in some cases to prevent \A!(umr
from being mwisleading. For example,
seme nutrient-dense foods have small
qrrving «izes. Although these foods
“low fat” definition on a
per mgwmg basis, because they may be
consumed frequently throughout the
day, they could preoduce a substantial

total daily intake of a nutrient like fai.

‘Thus, the agency has tentatively
concluded that a second density
criterion is appropriate for “low fat”
foods. A density criterion has been used
it conjunction with "“low calorie” claims
since 1977 (see current § 105.66{c}(1)(ii))
and was proposed as part of the
definition for “low cholesterol” in
§ 101.25{a){2)(ii) of the tentative final
rule for cholesterol nutrient content
claims (55 FR 29456).

Examples of foods that do not nieet
the definition of “low fat” because they
<0 not meet the serving and density
criteria include semi-solid frozen desser
toppings (2.3 g of {at per serving but 25 g
of fat per 100 g of the food) and thick
vanilla shakes (10.4 g of fat per serving
although enly 3 g of fat per 100 g of the
food).

The agency notes that the proposed
criteria for the definition of “low fat”
differ from the criteria of 2 g or less of
fat per serving and 10 percent or less of
fat on a dry weight basis that the agency
in fhﬂ Jsi has advised those interested
to infer froan § 101.25 {c)(1)as a
o mion of “low fat” (Ref. Zj. Although
irst criterion {3 g per serving) of the
propesed definition is more lenient than
past agency advice (2 g per serving), the
second criterion (3 g per 100 g of food)
makes the total number of foods that
meet the proposed definition essentially
equivalent to the total number of foods
thut met the criteria of 2 g or less of fat
per serving and 10 percent or less of fat
on a dry weight basis. The assortment of
foods varies somewhat however. For
instance, some of the foods that meet
the proposed :riteria and not the
previous crite -ia include 1 percent
lowfat milk, and some soups. Foods that

vould meet either “low fat” definition

“logs

mactode most fruit and vagetabiles,
cortain fish, shellfish, <
tvies of bread and cereal. Poods that do
not meet the propesad eriteria that had
,". 2t the previous criteria clide some
breads, cookies, cereals Tpuzhrnlur!y
presweetened cersals), and dehydrated

soups. FDA tentatively finds it is
appropriate to no loager permit these
foods o make "low fat” clains because,
il they are consumed frequently, they
could resull in a substantial totel daily
intake of fat.

C. Foods infierenily "l
Consistent with the discussion above for
foods inherently fat free, the agency
believes that the use of the term “low
fut” on foods that are inherently low in
fat can be misleading. Accordingly, FDA
is proposing in § 101.62(bj{2)(ii) to
require that “low fat” claims on foods
that inherently meet the definition for
“low fat” refer to all foods of that type
and not merely to the particular brand to
which the iabeling is applied.

For example, frczen perch would
inherently meet the definition for the
term “low fat.” Therefore. if the agency
adopts proposed § 101.62{b){2}{ii), a
package cf frozen perch would be
labeled “frozen perch, a low fat food.”
This requirement is consistent with the
general policy on "free” and “low”
nutrient content claims proposed in
§ 101.13(e){2), which is published
elsewhere in this issue of the Federal
Register.

d. “Low fat” meal-type products. FDA
has discussed in the companion
document on nutrient content claims the
requests that the agency has received
for definitions for nutrient content
claims that can be used eon labels and in
labeling of meal-type products. 1t is
apparent that the per serving criteria in
the agency's proposed definitions for
claims for individual food products are
too restrictive to apply to these
products.

In 1986. in an effort o establish
nutrient content claims that would help
consumers identify positive nutritional
characteristics of meal-type products,
the agency proposed as a guideline that
a meal containing less than 100 mg of
cholesterol could be described as a *low
cholesterel meal.” However, in its
tentative final rule on cholesterol
nuirient content claims, the ageacy
wilhdrew from this position because
there was no clear definition of the termn
“meal” and asked for further comment.

To meet this need, and based on a
letter submitted by the Grocery
Manufacturers of America, Inc. (GMA)
{Ref. 22), FDA is proposing in § 101.13(1}
in its companion decument on nutrient
content claims to define a “meal-type

soandafow

xh

Cas a fued that
3 u‘unirih:

contains ing;‘ediems from 2 ¢e muee of
tha following four food greups: hread,
cereal, rice, and pasta group; fruit and
vegetable group; milk, yogurt, and
cheese group; and meat. poullry, fish,
@’U beans. eggs, and nuvis group, and {3}
is repxes ented as, or is in a form
commonly understood o be, a hreakinsi,
lunch, dinner, meal, main dish, entres, o
;p"/’ra

in its letter, GMA sugg
meal-type products ” iow !d " be n ned
as 3.5 g or less fat per 100 g of food. FDA
finds merit in setting nutrient content
claims for maeal-type products on the
basis of the amount of the nutrient per
160 g rather than on the basis of the
amount per serving and per 100 g as i3
done for individual foods. A review of
meal-type products on the mavket [Ref.
23) shows that such a criterion weuld

ilow nutrient content claims on meal-
type products that can be used in a dist
that is consistent with dietary
recommendations set forth in the
Dietary Guidelines for Americans.
However, FDA believes it would be
beneficial and less confusing if it used
the same quantitatlve ameounts to
gualify for nutrient content claims for
meal-type products that it is propusing
for individual foods. Such consistency
would assist consumers and health
professicnals to be able to recall and to
use these amounts. Accordingly, the
agency is proposing in § 101.62(b)(3)(i} 1o
provide that a “low fat” claim may be
made for a meal-type product that
contains 3 g or less total fat per 100 g of
product. The agency is also proposing in
§ 101.62{b)(3)(ii) to provide for such
claims on meal-type products that meet
the criterion without spesial processing.

e. Related issues. The agency received
a comment that urged the establishment
of different cutoffs for “low fat” for
different foods {i.e., varying ihe
quantitative definition of *low fat”
according 1o food category).

The agency rejects this comment. The
use of different criteria for different food
categories has several disadvantages
that affect both consumers and the food
industry. When different criteria are
used for different categories of foeds.
consumers cannot use the nutrient
content claims to compare products
across categories and will likely find it
difficult to use the descriptor in
substituting one food for another in their
diets.

Although an argument can be made
that different criteria for different foods
would permit consumers to ‘dentify the
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products with the lowest {at levels in
cach category, the agency believes that
such a sysiem would have a high
polential for misleading the consumer
about the {at conlent of foods. To
identify the product that has the lowest
fat content in a category does not mean
that the product is low in fat.
Furthermore, by having different criteria
for different food categories, it would be
possible tha! some foods that did not
qualify to use the descriptor would have
a lower fat content than foods in other
categories that did qualify. This
situation would contribute to consumer
confusion and misunderstanding.

FDA has received many comments
asking for increased consistency among
nutrient content claims to aid consumers
in recalling and using the defined terms.
In addition, the IOM report
recommended such consistency stating
that “low sodium, for example, should
have the same meaning, whether it is
applied to soup, frozen peas, or meat”
(Ref. 4, p. 251). Accordingiy, the agency
concludes that establishing different
cutoffs for each descriptor according to
food category would greatly increase the
complexity of the task given to
consumers who would use nutrient
content claims to plan diets that meet
dietary recommendations.

The agency wishes to emphasize that
it is not necessary for persons to limit
their diets solely to “low fat” and “fat
free” foods. However, the agency
believes that nutrient content claims
identifying “low fat” and “fat free”
foods will help the American public to
attain the nutrition objective in “Healthy
Feople 2000 to “reduce dictary fat
intake to an average of 30 percent or
less of calories and saturated fat intake
to less than 10 percent of calories among
p=ople aged 2 and older” (Ref. 24). The
current U.S. dizt is reported, on average,
to provide about 37 percent of calories
from fat (Ref. 5).

The agency recognizes that the
definition of “low fat” that it is
proposing differs frain the use of the
tzrm in certain standardized fcods (e.g.,
1% and 2 percent lowfat miik}. In 1987,
the Cenler for Science in the Public
Interest petitioned FDA to prohibit the
use of the term “lowfat” on 2 percent
milk because it contains 5 g of fat per
serving and is 18 percent fat on a dry
weight basis. The agency is not,
however, proposing any acticen lo
resolve the inconsistency between the
proposed definition and this food
standard use of the term at this time.
FDDA believes that it would be
inappropriate to act before a definition
for “low fat” is finalized.

In addition, section 403(r)(5)(C) of the
act, which was added by the 1990

amendments, specifies that nutrient
content claims required by a standard of
identity do not have to be defined by
regulation or to comply with the
definitions that FDA does adopt and do
not require the referral statement
required in § 101.13(g). The use of
nutrient content claims in conjunction
with names of standardized foods is
outside the scope of this document and
is addressed in a separate document in
this issue of the Federal Register.

3. “Reduced Fat™

a. Percen! reduction. Most of the
comments received in response to the
1989 ANPRM on the term “reduced fat”
supported FDA's general policy of
requiring reductions that are
nutritionally significant. Fewer than 15
comments oifered suggestions on how
much of a reduction should be required
for a “reduced fat” claim. Most of those
comments favored a reduction of at
least 25 or 33 percent. The comments
favoring 33 percent were primarily from
cheese manufacturers, who stated that a
greater reduction is not feasible for
cheese.

The agency has considered theze
comments. However, it is proposing in
§ 101.62(b)(4)(i) that the term “reduced
fat” (*reduced in fat” or ““fat reduced"}

" be used to describe a food that has been

specifically formulated or processed to
reduce its fat content by 50 percent or
more, with a minimum reduction of more
than 3 g per serving, from the food that it
resembles and for which it substitutes
(hereinafter referred to as “reference
food™).

The agency has tentatively selected
the level of 50 percent for the minimum
fat reduction te qualify for the “reduced
fat” descriptor in accordance with
general criteria for “reduced” nutrient
content claims discussed in the
preamble to the companion documerit on
nutrient content claims published
elsewhere in this issue of the Federal
Register. These general criteria take into
consideration the level of reduction that
would result in sulisiantial reductions in
the nuirient content of focds, the need
for consistency of terms, and the
technological feasibility of reducing
levels of nutrients in foods. They also
teke inte consideration the need for
dietary changes relative to current
intekes of nuirients.

FIJA states in the companion
document on rutrient content claims its
belief that to make a reduced claim,
there should be a substantial reduction
in the amount of the nutrient present in
the food. This belief is supported by
comments that it received in response to
the agency’s 1989 ANPRM and public
hearings. FDA believes that in defining

the amount that constitutes a substantial
reduction in a nutrient, it must take into
consideration the distribution of the
nutrient in the food supply. If 2 nutrient
is ubiquitous, it will be ¢consumed in a
wide range of foods, and therefore, a
dietary reduction in consumption of the
nutrient can be spread out over ali or
most food categories. Thus, a smailer
reduction on a food-by-food basis would
be needed to achieve a substantizl
reduction in consumption of such @
nuirient than would be needed if the
nutrient were present in only some food
categories. In the latter case, the
nutrient would not be found in as many
foods, and therefore, the reduction in the
nutrient on a food-by-food basis would
have to be greater to achieve &
substantial dietary impact.

Fat is not ubiquitous throughout the
food supply. Most fruit and vegetables
and many grain products centain little
or no {at. Reductions in the fat content
of foods that are inherently low in fat
are difficult and less cost effective than
modifying foods that are bigh in fat.
Therefore, to make substantial
reductions in dietary fat intake, it is
necessary to make significant reductions
in foods containing high levels of fat.

Of the total number of foods on FDA's
Regulatory Food Composition Data
Base, approximately half are either fat-
free or low-fat foods {Ref. 25). While this
data base may not be representative of
the entire food supply, it suggests that a
large portion of the food supply is not
anienable to a substantial reduction of
fat content.

FDA notes that for calories, a nutrient
that is ubiquitous in the food supply, the
agency has determined that a percent
reduction of 33 percent is necessary to
justify a “reduced” claim. 21 CFR
105.66(d)(1)(i). Given this precedent, and
the fact that at best only half the food
supply is available to produce a
substantial reduction in the fat content
of the diet, FDA is proposing that @ 50
percent reduction in the fat content of &
food from the food ikat it is intended to
resemble and to replace is necassary to
justify a “reduced fat” clain. FDA notes
that tiiis level is consistent with the
guidance that it has been giving the
reiail food industry for many years on
“reduced fat” claiins (Refs. 2 and 26).

The appropriateness of a 50 percent
reduction is supported by calculitions of
the dietary changes needed to meet
recommended intake levels. Dietary
guidelines recommend reducing the
intake of fat from foods from the current
level in the average U.S. adult diet of
approximately 37 percent of calories
(Ref. 5) to 30 percent of calories (Refs. 6,
8, and 9). This change would require a



Federal Reuvister / Vol 56, No. 229 / Wedae sda\

November

27, 10991 / I‘loposed NTHEIS

v

reduction in fotal {at virab e of

approximately 23 peror it iRk 27}, Since
substantial reductions in tat can only be
made in half of the foods in the food
supply. it is reasonable to require that
for foods making a “reduced fat” claim
the fat content should be reduced by at
least twice the reduction needed in the
total diet in crder to meet dietary
recommmendations (i.e., twice the 23
percent reduction, or 46 percent, which
can be rounded to 50 percent).

As mentioned above, the agency's
general criteria for “reduced” claims
include consideration of the need for
consistency of terms and the
technol')Oical feasibility of achieving the

ﬂ"lf,ed levels of reduction. The
EonhnUEL_ use of the 50 parcent critericn
would ailow not only for consistency
with past gmdeunes bw & ‘90 with the
values FDA is propo: “reduced”
claims for sodium, satur=ed fut, and
cholestercl. In regard 6 tex w"'wloglcal
feasibility, current te::!
demonstrated that for i
including dairy preducts. a \:,-"“ctlon in
fat of 50 percent or more is readily
achievable {Ref. 28).

The agency requests that iniierested
persons submit commentis cn the
proposed 50-percent reduction.
Comments containing techninal
information supporting this or other
suggested reduction levels will he
particularly helpful.

b. Absolute reductivu Addit
the agency is proposi ag
§ 101.62{b}{4)(i), a seco: /M(-'mu that
would require a minimum absclute
reduction of fat from the refer t'm,e food
that it replaces. As stated iu the
companion document on num.ﬂm
content claims, becuuse the use of the
term “reduced” is based on « percentage
change rather thin a "pecjfwd amount
per serving, the ageru:y believes that an
additional criterion specily
minimum absolute amount of reduction
for the nutrient is nec ; clude
manufacturers from mak
inconsequential changes i
products, which, given the |
level of the nutrient
considerable reductions
percent but not in
amounts. For instance, wi
inclusion of an additional o
focd containing only 4 g o
serving could be refors

2 a of fat per ser
o

onally,

in

ule

tericn, a

to use the term “re “when in .acf
the reduciion (:!f ? g of uat he
considered either substantiai or of
nutritional significanae.

In its companion document on
natrient content clain DA has
tentatively concluded that, if a food is to
make a consequential as wxlﬁ s a

measurable reduction in o utrient, the
abisolute reduction should not be 1ess
than that amcunt which is concidered to
be "low™ on & por serving basise A
measurable amount ')1 anutrinoi is ao
ameunt greater thun 2 percent of the
label reference value (the amount
defined in current § 101.3{j(4)(i1) as a
measurable amount of a nuirient], Two
percent of the propesed DRV for total
fat is 1.5 g {0.02 times 75 g). However,
this amount is less than the amount of
ike per serving criterion for “low fut”
(i.e.. 3 or less g of fat per serving).
Therefore, to bear a “reduced fat” claim,
a food would have to have a minimum
reduction that exceeds the per serving
criterion for “low fat” {i.e., the reduction
must be more than 3 g of fat per
serving).

Guidelines or definitions for
determining amounts of nutrients in
foods that can be considered
consequential or nutritionally
mearingful are not available. However,
as described in the companion
document on nutrient content claims,
FDA is proposing to use the definition
for a “low” claim as the minimum
amount of reduction in a nutrient in a
focd that would justify a “reduced”
claim because a diet made up of
exclusively “low” foods would contsin a
small but not insignificant amount of the
nutrient. Total intake of the nutrient
would not exceed the recemmended
DRV level, but would be as much as 50
percent or more of that level. Therefore.
in considering consequential reductions
for “reduced” foods, FDA has
tentatively concluded that the amount
per serving specified for “low” is a
consequential amount of a nutrient, and
that it is appropriate to define a
consequential or nutritionally
meaningful reduction in a nutrient as an
amount that is not less than that amount
considered to be "low" fer the nutrient.
Accordingly, FDA is proposing in
§ 101.62(b)(4)(i) that a "“reduced fat”
claim may be used on the label of a food
in which the fat content has been
reduced by more than 3 g of fat per
serving, in addition to a reduction of {at
of 5C percent or more from the reference
food.

c. Reference fuod. As proposed in
§ 101.13(j}{1) of the companion
document on nutrient content claims,

the reference point against which a food
can be gaid to contain a reduced level of
a nutrient is either an industry-wide
norin or the rnanufacturer’'s regular
product. FDA is proposma to define an
“industry-wide norm” in § 101.13{j){1){)
as a composite value weighted on a unit
or tonnage basis according to a national
market share of all foods of the same
type as the food for which the claim is

made. The agency is ;.
a manufacturer’'s reg:
proposed § 101.13(j)(
has been offered for =
by the same 11U51I.(3fn‘r Lo
use its name) and in h
a regular basis for
of time.

These reference points »
identified in comme::
proposed regulaticn
content claims (51 F
comments and FDA
discussed in the teslaiis:
the subject (55 FR 24454
Lholesfeml rulemaking. !
proposed to allow o thi-d
point for a reduced «luir
similar preduct or «
found in a current, v
base. The agency h:
nermitting the use of
paint with “reduce
tentatively conclue
“reduced” claim & mus
be required to compare the {al content
of a food product eithor with its nwn
product or with an actua! ma ket
average as represented Ly the “indn

/ide” norm for two re;

Foremost, the ageusy :
term “'reduced” is a 50 claim thadt
requires that the comyparisen be made to
products that are mos? like the p‘o Juct
bearing the claim. A data base for a
class of products will mes? ikely include
a spectrum of produ tis too broud
to support such a ¢luim. For example, i
a product is labeled as “reduced Lot
imitation bacon bits,” it is claiming the
it contains reduced fat when r'nmparw!
*0 other imitation bacon bits, {f such o
claim could be made on the basis of «
data base of products sirnilar to
imitation bacon bits, the duta base
would likely include a range of proda

T '
s

o .‘-:-'Y'

L ea that the

including bacon. The i m'! Garun
bits could have reduced fut whon
compared to the data base bt no !

fat than other imitation bacon bt
products. In such ¢
claim woeuld cleariy ¢
Thus, FDA believes
data base of similar prodacts iy
appropriate basis for o “rodneed f07
claim.

Moreover, particularly as o

ages, the values intha b EES
longer represent the n
composition of fueds
marnet If for exuiny

Qpproprla:e for an ir
manufdcturer to
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“industry-wide norm” or the
rﬂu*m‘mhsrpr" regular produect, the
agency be s that this nrol Biem i

rrnimized.

T
Fhe ages

v‘_v.i

s p:(;pusr\ Gt
§ 101.62{b)(4}{ii) that a food thatt hes o
";Amh;r'c d fs1” claim be la‘)(."‘d in
lence with § 100.13(}2) a
pr\,pm ' in the companion uo(,ume::;z‘ orn
nutrient centent claims pub?i
eisewhere in this issue of the Federal
ster. Proposad § 101.62{b}{4)(i)
requires information in inmedis
finity to the most prominent use of
im of the extent (peroent or
froction) nm the fatis reduced, the
identity of the reference foed to which it
is conpared {o.g., "50 percent fuss fut
than our regular brownie”), and
quaniiiative information compati
sctual amount of fatin a serving of the
food to the amount in the referesce food
{e.z. "Fai coniant has been reducad
from § grams to 4 grams per serv ing”}.
‘T'he agency currently requires the
comparative quantitative information
and the identification of the reference
foud for rednced claims for saodium
(8 101.13{a){4)} and calories
{§ 105.66{d)1){ii}) {o help prevent
consumer misunderstanding. The agency
Lelieves that such information must be
presented with a “reduced fat” claim for
the same reason. The agency is
proposing to add ihe requirement {hut
- the label or labeling declare the percent
{or fraction) that fat and other nutrients
have been reduced to give consumers
additional information to evaluate the
significance of the claim. This
information will also allow consumers
te more resdily compare the levels of
reduction in different foods making
“reduced fat” ¢laims., Thus. it is a
material fact in light of the
representations being made in the
labeling.
In this and other situations where
‘furr'!atior- is requ*red to be in
mmedizte proximity” to a claim, the
mformah(m must be immediately
adjacert to the claim with ro
iniervening maierizl. This interpreistion
of "immediate proximity” is set forth in
propused § 101.13(g){(2) in the companion
document on notrient content claims
and is reguired to prevent possible
consuner misunderstanding
Similarly, to identify the location in
which the comparative ir formation for
refative claims s reqe imd., proposed
§ 101.134j}{2){11) in the companion
do:;umertdeh nes “the mos! prominent
location” as, in descending order: {1} A
claiys on the principal d!bpldy panel
(PDP) adjacent to the statement of
identity, (2] a claim elsewhere on the
PDP, {3} a claim on the information

ot
2

3 the

&

panel. or (4} @ cluim elwewlhere on the
lithel.

3. Cony

Ly propuscd § 100, the speney
is providing for if’;z‘ vse on food | ub" is of
comparative cleims that use the term
“less” oribe the fat content of the
food expres d an a per serving basis.
‘The agency recognizes that there are
some foods that can schieve significant
reductions in ie* ronfnp‘ st not
reductions of 39 percent or grester.
Recause these fogds 1t atiain a 30—
percent teduction, they could not besr &
“reducad fat” claim under this proposal,
However, the ag Hoves that such
foods should be able to be labeled with
compss rative slatements using lhe lerm

jess” that specify the extent of the fat
For

reduction that hus beer made
exarnple, the labet of 2 poun
et

ciske
could beur the states
less fat than cur reg
lowered f o 10 grams o 8
serving.”

To ensure that Qn suiners are not
misled by claims for reductions that are
inconquubn*i‘.}, 3he agpm‘\ is proposing

1 § 101.62{b(5]{i} to peruit
.umpdmiuve statement on 11
food only if the food has been
formulated or processed to reduce its fat
content by 28 percom or more, with &
minimun: reducticn of more than 3 g of
fat per serving. The requirement for a
reduction ef 25 percent or more is
consistent with the agency’s current
policy for comparative claims for
sodivm (49 FR 15521, April 18, 1984} and
preposed regulations for cholesterol (55
FR 29456). Thase posiiions were based
on agency findings that products in
which there has been a 25 percent or
greater reduction will serve a useful role
in the diet of those individuals who are
aitempting te limit their consumption of
the nutrient. Thesge criteria are also
consistent with USDA guidelines that
permit comparative fat claims for meat
and poultry products when fat is
reduced by 25 percent or mare.

improwments in food technology or
oiher factors mey make it ;,r.:chwdoie
for manufacterers to measure reductions
inn nutrient cantent of legs than 25
percent. The agency solicits comments,
including daiz, on whether 25 percent is
necessary as & minimurs reduction
requirensent for alf foods. er whather s
fower level

UAG peroent
LT

nd cake—

@rams poer

febelof a

:tis nossible.

However, FDA acknowledges that
permitting comparative claims for fouds
vnh a percentage reduction of lese than

& percent may serve to facilitate
consumers efforts (o improve their diets
if such claims are reliably made and the
ahsolute reduction referved to by the

compurative claim is nutritionally
stgnificant.

Consistent with “reduced fut” clajms.
the agency is also proposing to reguire
arz absolute reduction of more than 3 ¢
of fat per serving from the reference
food. While thig criterion iz new, FDA
stated above itz belief that an additiona!
criterion specifying the absolute amount
of reductios for the nutrient is pecesss: ),‘
irt order to preclude manulacture:
meking inconsequential cha i
product, which, besausa of hm iritial
low level of the nutriert, resull i
considerable reduntions in terms of
percent but nut in terms of absolots
amounts.

I determining the absolute reduction
m bﬂ‘ required, FOA considers that the
mount muast be both messurable in
fao ds and nutriiiceaily conseq ;
To meet these criteria, the am

weuld have to ‘;)e., as discussed above
with respect t “reduced fat” claims, mat
less than that amwount that is considered
to be “low.” The amount defined as

“low fat” is propused to be 3 g or less per
serving and per 100 g of food.
Accordingly, FDA is proposing in
§ 101.62(b}{5}{i} that to bear a
comparative claim for fat, an absolute
reduction of more than 3 g of fat per
serving is required.

In regard to reference foods, the
ageney is proposing in § 101.13(){1} in
the companion document on nutrient
conient claims published clsewhere in
this issue of the Federal Register thai for
comparative claims, comparisons may
be made to an industry-wide norm, to
the manufacturer's regular product, or to
& current, valid composite data base
such as USDA’s Handbook No. 8,
“Composition of Foods, Raw, Processad,
Prepared.” The first two reference points
are identicis! to those listed ebave for o

“reduced” clainy The agency is
proposing te permit the “third rofere nee
peint, as initially proposed in FDA's
tentative final rule on cholesteso!
content claims (55 FR 29456 at 20484),
for comparative claims becaves !t
believes that consumers will bene
from label statements that make
legitimate, appropriate comparizons
with similar classes of products. and
that comparative claims do
necessarily need to imply & comparis
to the product itself or & narrow range of
s'mn!d‘ prudl.»ts For example, 2 lahe
statement such as "My amerant chi p
have 25 pm‘wnt less fat than ot} ot chip
snack foods” would be appropriate (if

[

ale { H
the amaranth chins alse centain mare
than 3 g less of fat than the na: ‘
of products). In making this comparison,
the manufacturer could rely on values
from a cureent, valid date base for the
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similar class of products. FDA
specifically solicils comment on this
point.

The agency is proposing in
§ 101.82(b){(5)(i1) that, as required in
proposed § 101.13(j)(2). labels or
labeling of a food for which a
comparalive claim is made must include
a statement in immediate proximity to
the most prominent such claim of the
extent {percent or fraction) that the fat is
reduced, the identity of the reference
food to which it is compared, and the
quantitative information comparing the
actual amount of fut in a serving of the
food to the amount in the reference food
that it resembles and for which it
substitutes. This requirement is identical
to that for “reduced fat” claims
discussed above. An alternative
approach 1o comparative nutrient
content claims is discussed in the
companion docurnent on general
principles for nutrient content claims
published elsewhere in issue of the
Federal Register.

5. " Percent Fat Free"” Claims

The agency received many comments
to the 1989 ANPRM stating that *“____
percent fat free” claims on foods are
confusing and misleading. These
commentis suggest that many consumers
do not understand this type of claim.
Additional comments suggested that the
term be prohibited.

The agency is proposing te prohibit
the use of this claim in those
circumstances in which it would be
misleading and thus would misbrand the
product. Claims that a foodis*____
percent fat free” emphasize how close
the food is to being free of fat, that is, to
containing no fat. They imply that the
food has a very small amount of fat in it,
and that the food is useful in structuring
a diet that is low in fat. The impression
that the claim makes is misleading,
however, if the food, despite the
percentage calculation, contains a
significant amount of fat.

On June 6, 1991, in a speech given at
the 20th Anniversary Conference
sponscred by the Center for Science in
the Public Interest, the Commissioner
outlined the agency’s conceras about
percent fat free” claims:

The high number—often 90 percent, 93
percent, and even 97 percent—linked with a
desirable characteristic—"fat free”—leads
people to conclude that the food itself
promotes good health. It can also lead people
to conclude that they can eat as much of it as
they want. * * * We believe that this kind of
assertion confuses and misleads consumers.
Foods that derive a high percentage of their
calories from fat should not be making low-
fat claims.

{Ref. 20

The Commissicaer cadod vninduesin
to remove these claims frem their
products.

To ensure that the consumer iy
mislaid by the term percent fut
free.” and that, as the claier implies, he
food does in fuct contain only a small
amount of fat, FDA is preposing in
§ 101.62{L){6)(i) to require that such
claims can only be made in frods that
meet the criteria: (1) For “low fat” foods
as proposed in § 101.62(b}{2) of this
document {i.e, such foods would centain
3 g orless of fat per serving and per 100
g of food) or {2) for “low fat” meal-type
products as proposed n § 101.62(L}{3)
{i.e., such meal-type products would
contain 3 g or less of fat per 100 g of
product). The agency believes the claim
would be misleading on a foed or meui-
type product that contains more than
this low level.

‘The agency advises thata " __
percent {at free” declaraiion would be
misleading if the number of g of fatin a
serving of the food were not presented
in conjunction with the claim. Under
section 201(n} of the act, a food label is
misleading if it fails to reveal facts
material in light of the representations
that are made on the label. Clearly, the
actual amount of fat in a food is a
material fact when a * ___ percent fat
free” claim is made. Therefore, in
§ 101.62(b){6)(il), FDA is proposing to
require that the disclosure of the amount
of total fat in a serving of food appear in
irnmediate proximity to the most
prominent such claim. In addition, given
the potentially misleading nature of the
claim, FDA believes that the
quantitative disclosure of the amount of
fat in a serving of the food should be in
no less than one-half the size of the type
of the ¥____ percent fat free” statement.

Finally, FDA is proposing in
§ 101.62(b)(6)(ii) that if the food contains
less than 0.5 g of fat per serving (i.e.,
meets the criteria for "“fat free”), the
amount of fat may be declared as "0.”
This proposal is consistent with the
rules set forward in the supplementary
nutrition labeling propcsal for
declaration of fat in the nutrition label.

FDA is propoesing in § 101.62(b){5){iii}
that the type size of all components of
the " percent fat free" claim be
uniform. FDA is concerned that claims
that would give the numerical
percentage in smaller type size than the
words “fat free” would lead consumers
to focus only on the “fat free” portion of
the claim, misleading them into
believing that the food was totally free
of fat.

Finally. § 101.62(b}(6}{iv) proposes
that a *1C0 percent fat free” claim must
meet all of the criteria in § 101.62{b)(1}
for “fat free” claims. This would require

rol

that, in addition to coutaining less than
0.5 g of fat per serviag, the food witl
have to contain no added ingredient that
is a fat or oil, and if the food is
inherently free of fat, the lubel will huve
to so indicale by use of the term “a 100
percent fat free food.”

The agency requests commernts on
these proposed provisions for the use of
... percent fat free” claims. Specific
comments on whether these provisions
wre sufficient to prevent such claims
from being misleading, or whether such
claims sheuld be prohibited entively, are
requesied.

C. Fatty Acid Claims

In respense to the 1983 ANPRM, FDA
recaived very few comments that
addressed nutrient content claims
regarding fatty acids. However, not cniy
do the 1990 amendments require in
section 403(r}{2)(A}{(i} of the act that
claims characterizing the level of
nutrients required in nutrition labeling
be made in accordance with definitions
adopted by FDA, they add section
403(r}(2){A)(iv) to the act. This section
states that a claim “may not be made
with respect to the level of saturated fat
in the food if the food contains
cholesterol unless the label or labeling
of the {ood discloses the level of
cholestercl in the food in immediate
proximity to such claims and with
appropriate prominence which shall be
no iess than one-half the size of the
claim with respect to the level of
salurated fat.”

In accordance with these provisions,
the agency is proposing in § 101.62(c) to
provide for the proper use of the terms
“low in saturated fat” and “reduced in
saturated fat” and of comparative
statements about the content of
saturaies. As required in the 1990
amendments, proposed § 101.62(c)
requires that labels of foods containing 2
mg or more of cholesterol per serving
that bear any of the claims being
proposed fer saturated fat, disclose ihe
level of cholesterol in the foed in
immediate proximity to such claim and
with appropriate prominence which
must be no less than one-half of the size
of the claim. FDA is proposing to exempt
foods containing less than 2 mg of
cholesterol per serving from this
requirement because the agency is
proposing in this rulemaking that such
foods be considered “'free” of
cholesterol and the amount be declared
as zero in nutrition labeling.

The agency is also preposing in
§ 101.62(c) to require that the amount of
total fat be disclosed in immediate
proximity to claims about saturated fat.
The agency believes that disclosure of
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tVUA [awit for a Vlow sataratsd f"?" Composition I‘.,w{ Base (Ref. 25}
¢ s often iwzzi(* h'; “! at twa ilm revealed that of those ia!s an failx
tiate between total fut identified dhn\ e d5 oon o1 gorluss

ated fat content (Ref. 561 This
o leards TIA to tentatively
wonciude that “low™ or “reds

fil*d‘“h fad c‘uims V'uuld Gi
“fow" or “redu

i )
i ¥is. ;.mch an .x:t(:rpﬁ.»m;.Jn waould
b rrect bocause not all foeds that
ST in saturates are low in totzl fat
some vegelable oils n)‘d nuts are
343 71'"‘ it 1

1o pader @
aetif
s not disclosed in
proximity to such claim.

d Fat”

The agency is ucfm'n

n Vlow in saturaizd fat” (or “low
saturated fay” “containg a smell ameunt
of saturaiad fal,” "low source of
saturated fat,” or “litile saturated fai”)
in propased § 101.62(c){1){i} to describe
foads that contain 1 g or less of
sziurated fatty acids per s& rving and not
more thian 15 percent of calories from
saiurated fatty acids.

The agency devived the {ivst criierion
(i.e. % g or less of saturated faity acids
per serving] of its propose 1k
ow in saturated fat” fol lowmg ihe
genesal approach to defi mmg “low™
clairea that is discussed in the
companion cacu"mnt on ratrient
t cleims published elsewhere in
this igsue of the Federal Register and
summarized under the above discussion
for “low fat” claims. As discussed
above, this general approach stuggests
that the starting point for the definition
of "lw” for a nutrient is 2 percent of its
DEV. If & nutrient ig net ubiguitous in
the food quppiv the percent of the DRV
used e3 the culoll is increzsed to adiust
for its uneven distribuiion.

With respect to saturated fatty acids,
rrent dictary guidelines (Refs. 6, 8, and
9} recommend that a persen conseme
less than 10 parcent of calories from
saturated fats, which for a diet of 2,530
calories per day would allow for
consumption of about 25 g of saturated
fat per day. This value has been
propesed as the DRV for saturafes (55
FR 29478). Two percent of this proposed
DRV is 0.5 g.

However, the agency is not proposing
0.5 g as the cutoff of a “low in saturated
fat” claim because saturated fat is net
ubiguitcus in the food supply. Very little
saturaied fat is found, for exs mple. in
most fruit, vegetables, and grains.
Because of the uneven distribution of
saturated fat, the agency tentatively
concludes that an appropriate upper

irmmeding

nition for

agency’s treatment 1;5 fat, ;md the

dxstrxé ution of saturated fat in the dict
roughly paraliels the distribution of tofal
{et. Morcover, this amount s s to be

« reascnable definition ror
vaturaied fat” heceuse ifa p
consumed an ‘“.'e de, level of
1o 20 servings of
would consumo
fat daily, comlo
25 g of saturated

Therefore. the &
§ 101.62(C)(1(Y ¢
the dafiniti
bﬂ 1 gur }

x
P

e

If\O(ﬂ (,mnpm ] !a Base (Res. Z‘J
this oriterion would aliew & “low
saturated fut” claim on foeds such as
masi fruit vegel sixdes, and gmzn@ skim
miik and otber foods made fiom
skim milk; evapo ra(ed miik: a few
nondairy cream substituies end dessert
toppings; egg subst 1tufeJ mayonnaise-
style salad dressing; and many soups,
bn ads, and low calorie afad dressings.

i the fats and cils food group, only a
hw oils, such as cancls: and safflower,
and a few margasine spreads containing
less than 40 perceut faf meet the
criterion of 1 g or less saturated fat.
While FDA's Regzz‘latmv Foed
Composiiion Bate Base is net
representaiive of the entire food supply
and does not contsin foods that bave
recently been introduced in the
marketplace, it gives an indication of the
types of food categories that would meet
the subject criterion.

b. Need for sscand eriterion. A
general discussion of the need for «
second criterion in establishing
definitions for putrient content claims
can be found in the compasion
documernt on nufrient content clsims

hich is published elsewhere in this
issue of the Federal Register. The
agency has stated that it belisves a
semm} criterion is nesded to contrel
“low™ claims on nutrient-dense foods
with small serving sizes where such
food itema can be consumed frequently,
resulting in & substantial intuke of the
nutrient. The agency then proposed
using g of the nutrient per 100 g of focd
as the preferred second criterion.

In considering the appropriateness of
using “per 100 g” a5 the second criterion
for "iow in sntu*med fat,” two things
become apparent. First, fats and oils
that are commonly consumed generally
contain only fat, and, second, 100 g of
these foods would rarely, if ever, be
consumed in a day. Furthermore, &
review of FDA's Regulatory Food

¢ fat w; servipg none woekd
Le able to mulw fow saturated fat
ciaims if 4 second criterion based o 100
g is included in that nef!p'!ion. Becanse
d;x fats and oils contain more than 1
percent saturated faliy acids, they
wauld exceed 1 g of saturated fat por

109G o
10 g,

uf saturate

The sgency believes that it is

hat consuniere be abile tu
asily idenhty fats aud oils th
especially low leve!
While the isdormation n e
ihis assezsment wilf he lum.-:
nuirition lebel once the revisec
mandaiory nutriiion labeling re
are finalized, comments have
shown that many consumers use
nuirient content claims to make
purchase decisions rather than relying
on the more coniplete nuirient content
infermation in the nuirition label,
Accordingly. the zgency tentatively
concludes that a “low saturated fat”
claim would be helpful to consuraers in
identifying such foads, and that the
identification, and subssguent purchase,
of such foods will help individusls to
meet dietary recommendations. The
agency also believes that it will assist in
reauhmg populatien goala such as the
“Healthy People 2000" national
objective of reducing uverage saturated
fat intake to less than 19 percent of
calories (Ref. 24). Additicnally, such
claims will provide an incentive tc the
food industry to develop fats and oils
with lower levels of saturated fatty
acids.

Accordingly, FDA is not proposing io
use a second criterion based on weight
for “low saturated fat claims”. However,
the agency continues to be concerne
about saturated fut content claims made
on small servings of feod that may be
consumed irequem‘" and therehy result
in a substantia! total daily intake of
saturated fat. In addressing this issue,
FDA looked at siilar definitions used
by other nations. Canada defines “low
saturates” as foods containing no more
than 2 g of saturated fatty acids per
serving and not more than 15 percent
calories from saturated fatty acids (Ref.
31). In the United Kingdom (UK). a food
is considered to be low in saturated fat
if it contains 3 g or less saturates per
serving and per 160 g of food {Ref. 32}. In
setting their per serving criterion at 2
and 3 g, respactively, both couniries are
far less restrictive on that primary
criterion than the subject proposal;
however they both seem to share FDA's
concern over the need for a second
criterian. The British (UK) compensats
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Froone Diing o oserond eriterion a3 g |w :
100 ¢ of food, o criterion what \w;.)l

it o any fouds with small serving
SIS,
FDA bLos studied and finds mertt in

Civnidas appr:)d(,n of no move than 15
roent of caleries coming fiom
vrated futs. While dietary
nonendations are for less thas
nt of cedories in the diet be
srovided by satiated f;" The f"w‘l thn
e buri
foud s Cwaald allow h!guer Aty
I tm)se fﬂ()\lo that contain saty riam?

¢is to balance off those that are lower,
resuiting in a tolal daily diet that mieets
diefary recoinmendations.

Tke use of a second criterion ni no
move than 15 percent of calories from
satnrated fat would continue to aliow
for “low saturated fat” claims on most
ruit, vegetables, and grains: skim milk
and other dairy foods mads from skim
milk; a nondairy liquid cream substitute;
egg substitutes; mayonnaise-style salad
dressing: many soups, breads, and low
catorie salad dressings: and cancla and
safflower oils. Those foods that wauld
meet the first criterion but rot a
criterion of no more than 15 percent of
calories from saturated fats include

vaperated milk, nondairy dessert
toppings, and the margarine spreads.
The agency tentatively concludes that it
is appropriate to prohibit these foods
from: bearing a “low saturated fat” claim
because they all could be consumed
{requently, resulting in a substuntial
daily intake of saturated fat.

Accordingly, FDA is propssing in
§ 101.62(c)(1)(i} that “low saturated fut”
ctaims may be used ta describe the level
of saturaiad fat provided the food
corntains 15 percent or less of calories
from saturated fat as well as 1 g or less
of satursted fat per serving. Comments
e sp cally requested on the
suitability of, and need for, the proposed
second criterion for “low saturated fai™
('}ilinﬂu

I"anm inhe mr’y “low In saturated
2viously discussed for “low
515, the agency believes that the
use of the claim “low in saturated fat”
on the labels of foods that are inherently
low in saturated fat can be misieading.
Accordingly, FDA is proposing in
§ 101.62{c}(1){ii) to require that “low in
saturated fat” claims en foeds that
inherently meet the criteria specified in
§ 101.62{c){1)(i} refer to all foads of that
type and noti merely to the particular
birand to which the labeling is atlached.
This is consistent with the general
policy on “free” and “low” nutriant
content claims proposed in
% 10%.13{e}(2)., which is published
elsewhere in this issue of the Federal
Register.

Fou enomple raspherries wonld meet
the deficition for the term “low in
turited fal.” Therelore, if the agency

pts proposed § 101.62(c)(1){it). @

age of r.a:'p*.mrz ies bearing a
,.mxux ed h.l cl aim would be (!b"'L’u

NN utu!u.’:—-n’ fru mea!—/, 1,r.
53 FUA is proposing in
ic){24 that a “low in saturatesd
gy be me de for a meal-tyne
4 that cantains 1 g or less of
ated fat per 100 g of product. The
«wsed policy of basing nutrient
o claims oo the amount of the
't per 100 g rather than on the
amiuant per serving and per 160 g as i
done fov individual foods is explained
ahove for “low f20" meal-type products.
: submission (Ref. 22), GMA
rosiod that for meal-type preducts
araied [at” be defined as 1.2 g
of less of ated fat per 100 g. FDA
aves that it would be beneficial and
s Gonfusing if it used the same
= amount for “low saturated
for meal-type products that it
is GPORSHINT O &/ p<=r serving basis for
“low reted fat” claims en individual
fouds, 1 g. The propoesed value of 1 g of
eau;ra'( d fat per 160 g would permit a
“low saturated fat” claim on a 10-ounce
meal when the declaration of saturated
at on the nutrition label is 3 g or less.
hMA s suggesticn would allow it on the
szme menl when the declaration is 3.5 g
or less. FDA does not believe the
differ i3 significant enough to
warren! the confusion that would be
causzd Ly using different quantitative
amounts.

Ag with cther foods, if a meai—type,
pradust mherenxly meets the “low
saturated fot” definition, its label will
have fo reveal that fact if a claim is
made. This requirement is set out in
propozad § 101.62(c)(2)(ii).

2. "Reduced Saturated Fat™

in proposed § 101.62(e){3)(i) the

ey iz defining the term “reduced in
1 fat” (“reduced saturated fat,”
ated fat reduced”) to describe a
has been specifically
formulated or processed to reduce its
content of saturated fat by 50 percent or
more, with a minimuem reduction of mere
ner serving from the reference
foed !h&’ it rose'nbln and for which it
euLatxfu es.

agency selected the levei of 50

¢ the minimum reduction in

o Tt to qualify for the “reduced
? fai” descriptor in
socerdance with the general provisions:
for* rem;u,d nutrient content claims
described zbove for “reduced fat” foods.
These general provisions consider t
level of reduction thet would resuit |

Gy

saturgle

"3 in 1 g

£

substuniio! reductions 1o the nutrient
content of foads. the need for
vonsiztency of terms, and the
technologicad foasibility of r(“d!h is.;:‘
levels of nutrients in feods.

provisieus alse consider the need for
dietary changes relative to current

intakes of putricots,
Conimernis from hoth consamers a5
health ].;!‘"ft’ saionals to the 1989 ATIPEN

and at the public hx,“.mgs urged

'S onsmten. v in the definitions of termis ¢
onsumars in enderstanding the
:ing of o They sugge :w! that
unless there were compelling reasuns o
the contrary, the agency should revise
the current definitions for “reduced”
cajories. fat, znd sodium that were 33
percenti, 50 percent, and 75 percent,
respectively, because it was not
reasonzble to w&pa('t consumers teo
remember the definition for cach. Such
variability, they argued. defeaied the
purpoze of tha terms.

In response to these comments and
because of the many similarities
betweaen saturated fat and total fat, FDA
helieves that it is appropriaie to use the
same percent reduction to define
“reduced” for both food compoenents.
Being absent from most fruit, vegetables,
and grain products, neither food
component is ubiquitous in the food
supply. Therefore, similar levels of
reduction couid be expecied to have a
significant impact on digtary intakes of
both.

In support of this position, FDA
compered the need for dietary changes
in saturated fat relative to curvent
intakes with that for total fat discussed
above under “reduced fat” claims.
Current guidelines recommend reducing
saturated fat from the curresnt level in
the average U.S. adult diet of 13 percent
of calorles (Ref. 1) to less than 10
percent of calories {Refs. 6, 8, anti 4}
This will require a reduction in
saturated fat intale of 29 percent (Refl
27). The need for dietary changes in
total fat relative to current intakes is 23
percent, a comparahle '3lue This
informaticn, and the agency’s desire to
provide for consistent definitions for
similar terms so that consumer
education efforts can be more easily
implemented, have led FDA to propose
that the first criterion for *“reduced
saturated fat” claims be a xe:ductlom of
saturated fat of 50 percent or more.

FDA ig also proposing in
§ 101.62{c){3}{ij a second criterion that
the amount of saturated fat in a food
vearing a “reduced saturated fat” claim
be reduced as a minimum by more than
1g per serving froin the reference focd
to which it is being compared. This
criterion is consistent with the agency’s

ean
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position discussed above for “reduced
fat” claims and is intended to preclude
manufacturers from making
inconsequential changes in their
preducts that, because of the initial low
level of the nutrient, result in
considerable reductions in terms of
percent but not in terms of absolute
amounts.

As stated above, the agency has
tentatively concluded that if a food is to
make a consequential as well as
measurable reduction in a nutrient, the
absolute reduction should not be less
than that amount that is defined as
“low™ on a per serving basis. For
saturated fat, that amount would be
“more than1g.”

As proposed in § 101.13(j}(1) of the
companion decument on nutrient
content claims, the reference foods
against which “reduced” claims may be
measured are either an industry-wide

_norm or the manufacturer's regular
product. These reference points are
defined and discussed above in the
section on *'reduced fat” claims.

The agency is proposing in
§ 101.62{c)(3)(ii} that a food that bears
the claim “reduced in saturated fat™ be
labeled-as required in propesed
§ 101.13(j)(2), which is included in the
companion document on nutrient
content claims. Thus, proposed
§ 101.62(c)(3)(ii) requires that in
immediate proximity to the most
prominent use of the claim, information
be presented on the extent (percent or
fraction) that the saturated fat has been
reduced, the identity of the reference
food to which it is compared, and the
actual quantity of saturated fatin a
serving of the food compared to the
amount in the reference food. For
example, a nondairy creamer that had
been reformulated to reduce its

. saturated fat content from the industry-
wide norm could make a “reduced
saturated fat" claim when accompanied
by the following information: “Contains
50 percent less saturated fat than the
national average for nondairy creamers.
Saturated fat reduced from 3 grams per
serving to 1.5 grams per serving.”

3. Comparative Claims

Consistent with the discussion of
comparative claims describing the fat
content of foods, FDA is proposing in
§ 101.62(c}(4) to allow the use of
comparative claims using the term
“less’ for foods that have been
formulated, reformulated, altered, or
processed in a way that has resulied in
at least a minimum reduction in their
saturated fat content. Proposed
§ 101.62(cj(4)(i) requires a reduction of
25 percent or more in saturated fat and a
minimum reduction of more than 1 g of

saturated fat per serving from a
reference food. The agency believes that
a reduction of 25 percent or more is
necessary to ensure that consumers are
not misled by claims for reductions that
are inconsequential, i.e., that the
products will serve a useful role in the
diet of those individuals who are
attempting to limit their consumption of
saturated fat.

Additionally, the requirement for an
absolute reduction of more than1 gis
necessary to preclude manufacturers
from making comparative claims for
products that are relatively low in
saturated fat and therefore in which
even a high percentage reduction in
saturated fat content wouid be
inconsequential. For example, without
the inclusion of an additional criterion. a
food containing only 2 g of saturated fat
per serving could be reformulated to
contain 1.5 g of saturated fat per serving
and thereby qualify to use a
comparative claim. In fact, the reduction
of 0.5 g of saturated fat cannot be
considered either substantial or of
nutritional significance.

As discussed under comparative
claims for fat, FDA is proposing in
§ 101.13(j)(1) in the companion
document on nutrient content ciaims
that for comparative claims, the
reference food may be an industry-wide
norm, the manufacturer's regular
product, or, when the comparison is to a
class.of similar foods, to a current, valid
data base such as USDA’s Handbook
No. 8, “Composition of Foods, Raw,
Processed, Prepared.”

Additionally, the labeling
requirements proposed in
§ 101.62(c)(4)(ii) are identical to those
for “reduced saturated fat” claims in
proposed § 101.62(c)(3)(ii). The
information that must be presented in
immediate proximity to the most
prominent use of the comparative claim
is the percent or fraction that the
saturated fat is reduced, the identity of
the reference food to which the
comparison is made, and the
quantitative information that compares
the actual amount of saturated fatin a
serving of the food to the amount in the
reference food.

4. Need for Additional Definitions

The agency is requesting cornments on
whether there are any other definitions
that are necessary to effectively inform
consumers about fat and fatty acid
content. The agency is not proposing
definitions for terms that describe the
content of monounsaturated or of
polyunsaturated fatty acids. Although
the supporting text in soms consensus
reports {Refs. 6 and 9) noted the
likelihcod of reducing the risk for CHD

{Ref. 9) and atherosclerolic
cardiovascular disease (Ref. 6) when
specific unsaturated fatty acids are
substituted for saturated fatty acids in
the diet, the conclusions of these reports
did not include quantitative
recommendations with respect to
intakes of these fatty acids. Therefore,
the egency has tentatively concluded
that, except for use of the comparative
term "‘more,” which is discussed in the
companion document on nutrient
content claims, the scientific evidence is
not sufficiently clear to establish the
need for nutrient content claims for
unsaturated fatty acids. The agency
invites comments on this view.

The agency also is not proposing to
define the term “saturated fat free.” The
agency has proposed in § 101.62(c)(1)(i)
to establish a per serving criterion for
“low in saturated fat” claims at 1 g or
less. This amount is approximately Y5
the level of fat that it has proposed
would gualify for the “low fat"”
descriptor (3 g or less per serving) and
corresponds with dietary guidance that
saturated fat should amount to no more
than % of the total fat intake in the diet.
The agency believes that the amount of
saturated fat that would justify a
“saturated fat free” claim should
similarly be % of the maximum fat
content permitted to make a “fat free”
claim. This standard would result in a
criterion of 0.17 g or less of saturated fat
per serving. Analytical methodologies
for assessing saturated fat content are
not precise at such low levels, however.
Also, from a food processing point of
view, control at such a low level may be
difficult. Therefore, the agency has
concluded that a “'saturated fat free”
claim is not feasible.

5. Other Comments

Several comments to the tentative
final 1ule argued that the declaration of
fatty acid content ought to be
mandatory within nutrition labeling and
recommended breaking out addi:ional
subcomponents, such as omega-3,
omega-6, and trans fatty acids.

At the time the tentative final rule
was issued, the 1990 amendments had
not been passed. As a result, including
saturated fatty acids as a required
element of nutrition labeling was only a
proposal, and the agency could not
assume that this proposal would be
adopted. Hence, FDA included
discussions on the type and form of fatty
acid labeling in the tentative final rule.
With the passage of the 1990
amendments, the inclusion of saturated
fat within nutrition labeling has hecome
more of a certainty.
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As aresult of this 2 g saturated fat
threshold ahove which cholesterol
claims may not he used, FDA tentativs
concludes that it is not necessary i
propose a raguirement, based on sstlion
403(r}{2){ A1) of the act. that the
saturated fat content be disclused
adjacent to a cholestzrol claim
whenever the amount of saturawed b
exceeds o set vajee. A‘: discugsed in e
companion document on descript
claims published elsewhere in this §
oi the Federal Register, FDA is
propuesing i § 101.13(h) that the
disclosure level for saturaied fat be 4 2
per serving or per 360 g. This value is 15

sy




66496

27. 1991 / Proposed Rules

Federal Register / Vol. 56, No. 229 / Wednesday, November

percent of the proposed DRV for
saturated fat and is proposed as the
level of saturated fat “that increases to
persons in the generul population the
risk of disease or a health related
condition which is diet related” as
required by section 403(r)(2)(A)(iii) of
the act. Because the agency is proposing
that it would be misleading to make a
cholesterol claim on a food exceeding 2
g of saturated fat, disclosure of levels of
4 g and above have no application to
C holesteroi claims.
. Fat thresholds. Many comments to
the tentative final rule (55 FR 29456)
were opposed to the use of a total fat
threshold that would prohibit
choleslerol claims on foods ihst contain
more than 5 g fat per serving and more
than 20 perceat fat on a dry weight
basis. Some of these comments argued
that curcent scientific knowledge does
not support an association between the
intake of total fat and high bleod
cholesterol as it does with saturated
fatty acid intake. and therefore that a
limit on total fat does not pass scientific
scrutiny. Comments also asserted that
such a threshold would condone the
“good food/bad food” concept by
requiring individual foods (and even
ingredients of foods), rather than the
total diet, to meet dietary guidelines of
less than 30 percent of calories from fat.
A few comments pointed out that FDA
surveys show that many consumers
believe that cholesterol is found in all
fats and oils. and that this finding
demonstrates that there is a need for
consumer education (which could
include declarative statements adjacent
to claims informing consumers of the
total fat content of the preduct) rather
than removal of truthful claims.
Comments also stated that a total fat
threshold would be a disincentive to the
food industry to formulate low
cholesterol and low fat foods, which
would hinder the achievement of the
“Healthy People 2000 objectives {Ref.
24). Comments also pointed out that
such a threshold would interfere with
harmonization between the U.S. and
Canada, because Canada only restricts
the saturated fatty acid content of foods
making cholesterol claims.
FDA does not agree that a threshold
Ior disa]lowing a descriptor supports a
“good food/bad food" concept. The
agency believes that such a threshold
merely restricts the use of nuirient
content claims to those foods on which
they will not be misleading. However,
FDA is persuaded by the comments that
a cholestero! claim is not inherently
misleading on a food that is high in total
fat but contains 2 g or less of saturated
fatty acids per serving.

The agency notes that Congress in the
1990 amendments appears to have
considered that, in appropriate
circumstances, cholesterol claims could
be made on foods that contain
significant levels of fat {(see 21 U.S.C.
343(r)(2)(A)(iii)). For example, House
Report 101-538 (Ref. 34, p. 20) states that
a “no cholesterol” claim may be allowed
on margarine, a food that is largely fat,
under certain conditions. Accordingly.
the agency is deleting the total fat
thresholds.

d. Conditions for use of cholestero!
claims on foods exceeding disclosure
levels of fat. A cholesterol claim
represents and suggests that the product
provides a health benelit, and the level
of fat in the food has a material bearing
on this claim. This position js supporied
by section 403(r)(2)(A}(iii) of the act.
which states that if a food contains fat
or saturated fat in an amount that
increases the risk for persons in the
general population of developing a diet-
related disease or health condition, it
may not make a claim with respect to
cholesterol unless it meets certain
requirements and discloses the amount
of total fat or saturated fat in immediate
proximity to such claims.

Section 403(r){2)(B)(ii) of the act
provides similar language for nutrient
content claims with the requirement that
any nutrient in a food at a level that
increases risk of diet related disease or
health condition shall prominently
disclose that nutrient on the label or in
labeling in immediate proximity to the
claim. FDA is referring to this level as a
“disclosure level.” The act goes even
further with respect to health claims. In
section 403(r)(3)(A)(ii), the act prohibits,
except in special circumstances, health
claims for a food if any nutrient is
present in the food in an amount that
increases the risk of diet-related disease
or health condition. FDA will refer to
this level as a “disqualifying level.” 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.
Consequently, FDA is proposing the
same levels for the individua! nutrients
for both types of claims.

The disclosure level for fat is
proposed in § 101.13(h) of the
companion document on nutrient
content claims as an amount that is
more than 11.5 g per serving or per 100 g
of food. The identical amount is
proposed in § 101.14(a)(5) of the
proposed rule on health claims
published elsewhere in this issue of the
Federal Register as the disqualifying
level for fat for health claims. In the

proposed rule on health claims, the
at the

agency discusses how it arcive
proposed disclosure and disat
levels.
Briefly, in setting such leveds, bP
considered that there are no
rec oomzed levels at which

sodmm in an mdwxdual fc 2w
an increased risk of disease. The
if FDA were to attempt to set i
ievels on an individual foed &
would not be possible to do sc
However, sections 403(r}(2}{E
403({r)(3){A)(ii) of the act reguire iha
agency take into account the
‘significance of the food in the ot desls
diet. The intake of nutrients sach as fuf,
saturated fat, and cholesters! in ihe toial
day’'s diet in excess of dietury
recommendations increases the
diet-related disease. Thercfare,
the agency's proposed DRV's for 1ot
fat, saturated fat, cholesiere!. and
sodium are based on recommendead
diegtary intake levels, the agency
tentatively decided to tie the discios.
and disqualifying levels to the I3 RV's.
To determine the appropriate
disclosure/disqualifier lavels, FDDA wsed
an approach based on the number of
servings of food in a day and availabls
information on food comp . As
described in the health claims propesid,
the agency has tentatively fuund that an
appropriate disclosure/disquatifying
fevel for individual foods is between 30
and 20 percent of the DRV. The agency
made this tentative finding by losking 2t
the food supply. It noted that the
nutrients fat, saturated fat. cholestercl.
and sodium are present in roughly one-
half of the general USDA food
categories. Therefore, if approximaialy
20 foods/beverages are consumed in a
day and half of the foods consumed
contain the nutrient at a leve! of 10
percent of the DRV (on average), then
the total daily intake of the nutrient
would be 100 percent of the DRV. This
tevel of intake would not constitute a
risk for chronic disease. On the other
hand, if the same number of fouds are
consumed and half the faods contain en
average 20 percent of the DRV, then ihe
total daily intake of the nutrient would
be 200 percent of the DRV, a fevel of
intake that would increase the risk for
diet-related disease. The agency than
used food composition data to avaluate
the effect of establishing varicus
disclosure/disqualifying fevels between
10 and 20 percent and tentatively
concluded that a level of 13 percent cf
the DRV was most appropriate. If one-
half of the foods consum=d during the
day contains on average this amenn?,
the total daily intake of the nutrient
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would exceed the DRV but without the
risks inharent at higher levels. Yet, if
this criterion is used, a significant
number of foods would not be
disqualified. Thus, FDA is proposing to
establish disclosure/disqualifying levels
fur total fat, saturated fat, cholesterol,
and sodium, and that these levels be 15
pereent of the DRV per serving and per
100-g of food. These levels are 11.5 g for
total fat, 4.0 g for saturated fat, 45 mg for
cholesterol, and 360 mg for sodiumn. FDA
is proposing that the disclosure/
disqualilying levels apply on a 100-g
basis as well as on a serving size basis
to prevent nutrient-dense foods (i.e.,
those foods that contain relatively high
coneentrations on a caloric basis of one
or more of the subject nutrients) that are
consumed in small servings from being
promoted for increased use in a diet
through the use of health claims or
nutrient content claims.

Accordingly, to implement section
403(r)(2)(A)(iii) of the act, FDA is
sroposing in § 101.62(d)(1)(ii)(C),
(d)(2)(ii){C), (d)(4)(ii)(C), and (d)(8)(i1)(C)
that a “cholesterol free,” “low
cholesterol,” “reduced cholesterol,” or a
comparative claim, respectively, may be
made on foods containing mere than
11.5 g of fat per serving or per 100 g of
food only if, in addition to meeting the
requisite cholesterol and saturated fat
levels, the food label or labeling
discloses the level of totai fatin a
serving of the food as labeled. The
agency believes this requirement, if
adopted, will prevent consumers from
being misled about the health benefits of
the product by the cholesterol claim.

In accordance with section
£03(r)(2)(A)(iii)(II) of the act, FDA is also
proposing in these paragraphs that the
disclosure of fat must appear in
immediate proximity to such claim and
with appropriate prominence, that is in
type that is no less than 1/2 the size of
tha type vsed for such claim. Because
the level of fat has a material bearing on
the claim, FIJA is proposing that the
disclosnure of f2t come immediately after
the claim and before the referral
statement recuired by § 101.13(g) (i.e.,
“See [appropriate panel] for nutrition
information”). To limit unnecessary
duplication of information, FDA is also
proposing that if the claim appears on
more than cne panel, the requirement of
the act will be met if the fat content is
disclosed adjacent to the claim on each
panel except for the panel that bears
nutrition labeling, where it will not be
required. Likewise, if the claim appears
more than once on a panel, the
requirement of the act will be met if the
fat content is disclosed adjacent to the
claim that is printed in the largest type

on that panel. This proposal is similsr to
that proposed in § 101.13(g) of the
companion decument on nuliient
conient claims regarding the referral
statement.

In addition: to requiring that total fat
levels Le disclosed in immediate
proximity to any cholesterol claims
made on labels of foods that have more
than 11.5 g of fat, section 403{r)(2}{ A)(iii)
of the act identifies two other conditions
for use of cholesterol claims on such
foods. These conditions are: (1) “the
Secretary finds by regulation that the
level of cholesterol is substantially less
than the level usually present in the food
or in a food which substitutes for the
food and which has a significant market
share,” or (2) “the Secretary by
regulation permits a statermnent regarding
the absence of cholesterol on the basis
of a finding that cholesterol is not
usuaily present in the food and that such
a statement would assist consumers in
maintaining healthy dietary practices
and the regulation requires that the
statement disclose that cholesterol is
not usually present in the food” (21
U.S.C. 343(r)(2)(A)(iii)(1)).

i. Substantially less. In regard to the
first condition, FDA is proposing in
§ 101.62(d)(1)(ii)(E) and (d){2)(ii)(E) to
permit “free” and “low” cholesterol
claims to be made on foods that contain
more than 11.5 g of total fat if the foods
meet the required cholesterol levels for
the claim as a result of special
processing, alteration, formulation, or
reformulation that caused them to
contain “substantially less” cholesterol
than the reference foods.

The agency is proposing in
§ 101.62(d)(1)(ii)(E) and (d)(2)(ii)(E) to
define “substantially less” in a way that
is consistent with the requirements of
§ 101.62(d)(5)(i)(A) for a comparative
claim using the term “less.” Proposed
§ 101.62(d)(5)(i)(A) provides that to
make a cemparative claim, a food must
contain at least 25 percent less
cholesterol, with a minimum reduction
of more than 26 mg of cholesterol per
serving, than the reference foud. The 25
percent reduction is consisient with the
agency’s position that a 25 percent or
greater reduction in a nutrient for which
excess consumption is a public health
concern is consequential (that is,
substantial) because it will assist
persons attempting to limit their
consumption of the nutrient to meet
dietary recommendations. This position
is the basis for comparative claims for
sodium (49 FR 15510 at 15521, April 18,
1984) and for cholesterol as proposed in
§ 101.25(a)(2)(iv) of the tentative final
rule. It also corresponds with USDA
guidelines that permit comparative fat

claims for meat and pouliry products
when fat is reduced by 25 percent.

FDA is proposing, as the second
criterion for “substantially less,” a
minimum reduction of more than 20 mg
of cholesterol per serving to preclude
manufacturers from making
inconsequential changes in a product.
which, because of the initial low level of
the nutrien!, resulis in considerable
reductions in terms of percent but not in
terms of absolute amounts. The level of
more than 20 mg cholesterol is that
amount which exceeds the level
proposed for a “low cholesterol” clain.
FDA has tentatively concluded in its
companion document on nutrient
content claims that if a food is to make a
consequential as well as a meuasurable
reduction in a nutrient, the absoluie
reduction should not be less than that
amount which is considered to be “low.”

In reference to the requirement in
section 403(r)(2}(A)(iii)(I) of the act that
the level of cholesterol be less than the
level usually present in the food “or in a
food which substitutes for the food.” the
agency is proposing in
§ 101.62(d)(1)(ii)(E), (d){2)(ii)(E),
(d)(4)(i1)(A), and (d)(5)(ii)(A) for
“cholesterol free,” “low cholesterol,”
“reduced chelesterol,” and cemparative
cholesterol claims, respectively, that the
substitute food meet the requirements
for a substitute food proposed in
§ 101.13(d) of the companion document
on nutrient content claims. Proposed
§ 101.13(d) states that a substitute food
is a food that organoleptically,
physically, and functionally resembles
the food for which it substitutes, that
may be used interchangeably with such
food, and that is not nutritionally
inferior (as defined in current
§ 101.3(e)(4)). For example, vegetable oil
margarine resembles butter in its
performance characteristics (i.e.,
organoleptic properties, physical
attributes, and functional properties), is
used interchangeably with butter, and is
not nutritionally inferior to butter.
Therefore, a “cholestercl free” claim
would be allowed for vegetable oil
margarine on the basis that it substitutes
for butter and contains substantially
less cholesterol than butter.

Section 403(r)(2)(A)(iii1)(I) of the act
also requires that the substitute food
discussed in the preceding paragraph
have a “significant market share.” FDA
is proposing to find that a food has 1
significant market share if it has a
market share of 5 percent or more of the
sales of that category of foods according
to an authoritative marketing data base.
Examples of national data bases of food
sales include those developed by The
A.C. Nielsen Co. and Information
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Resources, Inc. The agency is proposing
to define “significant market share” as 5
percent or more because, for most
categories of foods, products with less
than this amount are not likely to remain
on the market. Many retailers will not
carry products with less than 5 percent
of the market, and manufacturers find it
uneconomical to continue to produce
and market such products (Ref. 35).
Therefore, in proposed

§ 101.62{d)(N{HNE), (d)(2){H)(E).
(d){4)(ii)(A), and (A)(5)(ii}(A) for
“cholesterol free,” “low cholesteroi,”
“reduced cholesterol,” and comparative
cholesterol claims, respectively, FDA is
proposing to parenthetically define
“significant market share” as a marke!
share of 5 percent or more.

The agency is also propoesing in
§ 101.62{d){1)(i)(E} and (d){2)(il)(E} that
foods containing more than 11.5 g of fat
par serving or per 100 g of food that
make “free” and “low” cholesterol
claims on the basis of containing
“substantially less” amounts than
another food be labeled in accordance
with proposed § 161.13(j}(2) for all
relative claims. Similar requirements
exist in § 101.62(d}(4)(i){C) and
{d}(4)(ii}(D) for foods making "reduced
cholesterol” claims and in
§ 161.62{d)(5)(i)(C) and (d}(5)(i{)(D) for
foods making comparative cholesterol
claims. Thus, if the agency adopts these
requirements, the label or labeling
would have to bear, in immediate
proximity to the claim, a staterent of
the percent of reduction, identification
of the reference food, and quantitative
information comparing the product's per
serving cholesterol content with that of
the reference food (e.g., “‘Cholesterol
free margarine, contains 100 percent less
cholesterol than butter (0 mg of
cholestercl compared with 30 mg in one
serving of butter). Contains 11 grams of
fat per serving.”). (Note: Even though
margarine contains less than 11.5 g per
serving, it contains more than 11.5 g per
100 g, and therefore a “cholesterol free”
claim con this food must disclose the
amount of total fat.) .

ii. Absence claims. The second
condition in section 403(r)(2)(A)(iii) of
the act for allowing cholesterol claims
on foods that have more than 11.5 g of
fat is that absence (i.e., “free”) claims
may be permitted on the basis of a
finding that while cholesterol is not
usually present in the food, such a ¢laim
would assist consumers in maintaining
healthy dietary practices, and the claim
discloses that cholesterol is not usually
present in the food.

Consistent with the discussion on
claims for foods that are inherently free
of fat, FDA believes it is helpful to

consumers to highlight “cholesterol frae”
foods useful in maintaining healiby
dietary practices whether the food is
inherently free of cholestero! or is
processed to be thal way. Several FDA
surveys have shown that consumers
want and use descripter claimns to
identify foods having positive nutriticnal
attributes {Refs. 18 through 21}. These
survey results, in conjuncticn with
comments to the 1889 ANPRM, have
persuaded FOA that the definitions
established in this proposed rule
respond to consumers’ needs and help to
educate consumers on the intrinsic
properties of foods. Thereforse, FDA has
tentatively concluded that it is not
necessary to limit “cholestero! free”
claims to foods in which cholestersl is
usually present or that substitute for
foods that usually contain cholesterol.

However, the agency is concerned
that unrestricted use of “free” claims on
foods that are inherently free of
cholestersl can be misleading siace the
claim could imply that the particular
brand of food bearing the claim is
different from cther foods of the same
type. Accordingly, FDA is proposing in
§ 101.62(d}(1){ii)(D) to require that if a
focd is inkerently free of cholesterol
(i.e.. it has not been processed, altered.
formulated, or reformalated to remove
cholesterol) it may make a cholesterol
claim enly if the claim refers to all foods
of that type and not merely to the
particular brand to which the labeling is
attached (e.g., “Canola oil, a cholesterol-
free food”). Such claims ars subject to
additional disclosure requirements in
§ 101.62 and § 101.13 (e.g., “Contains 14
g fat per serving” and “See [appropriate
panel] for information on fat and other
nutrients”). (Note: The agency does not
consider margarines to be inherently
free of cholesterol since the standard of
identity for margarine allows for the use
of animal fats.)

This requirement is consistent with
the general policy on “free” and “low™
nutrient content claims stated in
rulemaking for sodium {49 FR 15510 at
15517) and chelesterol descriptor claims
{51 FR 42584 at 42582 and 55 FR 29436 at
29465) and set forth in current
§ 105.68(c){2) for “low calorie” claims.
The agency has taken the position that
foods inherently free of, or low in, a
nutrient should not be labeled with a
claim such as “cholesterol free,” or “low
cholesterol.” immediately preceding the
name of the food because such
terminology would imply that the food
has been altered to remove the nutrient
as compared to other foods of the same
type. Thus, FDA is proposing in
§ 101.62{d)(2)(i)(C) and (d}(2}(ii)(D) that
foods that inherently contain 20 mg or

less of cholesterol may be labeled as
“low cholesterol” as long as the label
makes clear that all foods of that type,
and not merely the brand to which the
latel attaches, are low in cholesterol
{e.g.. "lowfat cottage cheese, a iow
cholesterol food”).

For the same reasons, FDA is
proposing in § 101.62{d){1}{i}{C} o
reflect the statutorv language of section
403{e)(2){AYIDD) of the act by proposing
to require that foeds that contain less
than the disclesure level of fat and that
are inherenily free of chelesterol must
disclose that cholesterol is not usually
present if they make a “cholesters! free”
ciaim (e.g.. applesauce, a cholesterol
free fcod™). Foods that contair less than
the disclosure level of fat and that have
been processed to contain less than 2
mg of the cholesterc! that is usuaily
present in the food. or that have
substitutes that contain cholestercl, can
bear a “cholesterol free” claim under
section 403{r)(2}{A}{i1}{{) of the act and
proposed § 101.62(d}(1){1){A}.

e. Application of saturated fat
threshoids to “reduced cholestero!”
foods. Comments were mixed on
whether the fat and saturated fat
threshelds should apply to “reduced
cholesterol” claims. Several comments
expressed the beliet that reduced claims
should adhere to the same thresholds as
“free” or "low” cholesterol claims to be
consistent and, thereby, to avoid
consumer confusion and to provide “a
level playing field.” One such comment
expressed the opinion that any
cholesterol claim will convey to
consumers the impression that a food is
a healthy choice, and, therefore, a
“reduced cholesterol” claim would be
misleading if it did not have the same
thresholds as “free™ and “low” claims.
Cpposing comments supported the
proposed position of not applying
threshold levels to foods making
“reduced” claims, stating that the use of
thresholds would prevent seme foods
from making claims. thereby depriving
consumers of useful information and the
selection of foods with significan
reductions in cholesierol.

The agency is convinced by the
comments and the scientific evidence
that cholesternl content claims can be
misleading to consumers if tne product
contains amounts of saturated fat that
contribute to high blood cholesterol
levels. As stated above, a cholesterol
claim represents and suggests that the
product provides a health benefit, and
that benefit is missing if the product
contains high levels of saturated fat.
Therefore, under section 403{r){2}{A}(vi}
cof the act, which prohibits a claim if the
claim is misleading in light of the level



Federal Register / Vol. 56, No. 229 / Wednesday, November 27, 1891 / Proposed Rules

60499

of another nulrient, the egency is
proposing o apply the saturated fat
trreshold to “reduced™ as well as 1o
frze™ and “low” cholesterol claims.
Accordingly, FDA is modifying proposed
§ 101.25(a}(iii) in the tentative final rule
(redesignated as § 101.6Z{d)(4] in this
document) to require that “reduced
cholesterol” cluims only be used on
labels or in labeling of foods that
contain less than 2 g of saturated fat per
serving. For these reasons, the agency is
also inclading a similar requirement in
proposed § 101.62(d){5) for comparative
claims.

2. “Cholesterol Free”

a. Definition. FDA first proposed that
a “cholesterol free” food be defined as
one containing less than 2 mg of
cholesterol per serving in its proposed
rule of November 25, 1986 {51 FR 42584).
The agency selected a cutoff of less than
2 mg of cholesterol because that level is
biologically and nutritionally
insignificant. Moreover, analytical
precision below that limit is not possible
(51 FR 42584 at 42588). This quantitative
amount was carried forward in the
agency's tentative final rule on

“cholesterol nutrient content claims (55
FR 29456). In the tentative final rule, the
agency rejected comments to the 1986
proposal that suggested that the level
used in defining “cholesterol free”
should be changed. Differing comments
h#d recommended both lowering the
defined amount to absolute zero and
rzising it to 5 mg per serving. FDA
responded that a zero level could not be
detected with analytical certainty, and
that raising the level up to 5 mg could
result in consumption of dietarily
significant amounts of cholesterol when
only “cholesterol free” foods were
consumed.

A few comments on the 1990 tentative
final rule reiterated comments received
on the 1986 proposed rule on cholesterol
nutrient content claims {51 FR 42584)
that ihe level used in defining
“cholesterol free” should be modified.
Comments again recommended lowering
the defined amount to zero and raising it
to 5 mg per serving. However, none of
these comments presented any
information that the agency had not
already received in response to the 1986
proposal and considered in drafiing the
tentative final rule.

In its tentative final rule, FDA advised
tl:at it considered that document to
contain the final determination of the
agency on all substantive issues other
than on the threshold levels of fat and
saturated fatty acids, and that a
comment would have to be very
significant to cause the agency to make
any chaages in the rule other than to the

threshold levels. Therefore, not being
presented with any new evidence, FDA
has not revised the level of cholesterol
in the definition for “cholesterol free” in
proposed § 101.25(a}(2){(i), redesignated
in this decument as § 101.62{d}(1).

FDA is not proposing a second
criterion bascd on the amount of
cholestercl per 100 g for the definition of
“free” because the first proposed
criterion for “cholesterol free” requires
that the food contain such a trivial level
of cholestero! from a public health
perspective that even frequent
consumption in large amounts of food
that bear a claim would not affect in any
meaningful way the overall cholesterol
level in the diet.

b. Synonyms. In accordance with the
discussion on synonyms in the
companion document on nutrient
content claims, the agency is proposing
in § 101.62(d)(1) to add the term “zero
cholesterol,” “trivial source of
cholesterol,” “negligible source of
cholesterol,” and “dietary insignificant
source of cholesterol” as a synonym for
“cholesterol free,” “free of cholesterol,”
and “no cholesterol.” As suggested in
the IOM report on nutrition labeling
(Ref. 4}, the use of consistent and
targeted nutrient content claims
increases consumers’ confidence in the
validity of the claim. The agency
requests comments on whether
consumers commonly understand the
other synonyms to have the sanie
meaning as “free.”

3. “Low Cholesterol”

a. Definition. In its proposed rule of
November 25, 1986 (51 FR 42584), FDA
proposed to allow the term “low
cliolesterol” on the label or in labeling of
foods that contain less than 20 mg of
cholesterol per serving. The agency
fourd that foods containing less than 20
mg of cholesterol per serving were
generally those that had been identified
as useful to persons who want to control
or moderate their cholesterol intakes or
to maintain their cholesterol intakes at
relatively low levels.

Comments submitted to the proposed
rule persuaded FDA to modify the
proposed definition in its tentative final
rule: (1) To change the definition from
“less than 20 mg per serving™ to “20 mg
or less per serving,” and {2) to add a
sacond criterion based on density,
namely that the food contain 0.2 mg or
less of cholesterol per g of food. FDA
made tha first change to be consistent
with the agency’s other definitions for
“low," for calories (§ 105.66(c){1){i}) and
for sodium (§ 101.13{a}(3)}, that include
the integer in the definition.

FDA made the second change to
prevent “low cholesterol” label claims

from conveying a misleading impression
about the cholesterol content of certain
foods. Comments pointed out that a
single criterion basced on serving size
could result in widely recognized “high
cholesterol” foods with small serving
sizes (e.g., bulter, lard, and some
processed cheese foods) being labeled
as “low cholesterol.” These comments
stressed that despite their small serving
sizes, such foods actually may be
consumed frequently and in large
amounts, resulting in a substuntial total
daily intake of cholesterol. In addition,
the comments were concerned that a
“low cholesterol” claim on such foods
could encourage increased consumption
of the food, significantly adding to an
individual’s total cholesterol intake.

The comments to the tentative firal
rule fully supported the first criterion for
“low cholesterol” claims (i.e., that the
food should contain 20 mg or less
cholesterol per serving). However,
several comments requested the second
criterion based on cholesterol density
(i.e., 0.2 mg per g) be eliminated. These
comments argued that promulgation of a
regulation specifying serving sizes
would negate the need for the second
criterion.

As explained in the companion
document on nutrient content claims,
the agency has determined that, for the
reasons discussed above, there
continues to be a need for a second
criterion fer “low” claims even when
FDA'’s rulemaking on serving sizes is
completed (Ref. 36). The agency is
proposing in that document to base the
secornd criterion on the amount of the
nutrient per 100 g of food.

Accordingly, FDA is proposing to keep
the second criterion for the definition of
“low cholesterol.” However, the agency
is modifying proposed § 101.25(a)(ii),
redesignated as § 101.62(d){2), to specify
the second criterion as 20 mg per 100 g
of food rather than 0.2 mg per g, an
identical amount.

This definition is in accordance with
the general approach described in the
companion document en nutrient
content claims for arriving at a
definition for “low.” This approach is
described above in the discussicns of
the definitions of “low fat” and “low in
saturated fat.” Under that approach, the
definition of “low” for a nutrient that is
ubiquitous in the food supply, such as
calories, is 2 percent of the DRV. If the
nutrient is not ubiquitous but is found in
more than a few food categories, such as
fat, FDA has proposed to define “low”
as two times the level that is 2 percent
of the DRV. If the nutrient is found at
measurable levels in the foods in enly a
few food categories, the agency has
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proposed to define “low" as three times
2 percent of the DRV. Cholesterol, whick
is found only in focds of animal origin,
is in the latter group. The DRV for
cholesterol is 300 mg, 2 percent of which
is 8 mg. Therefore, the definition of
“low” is 18 mg {three times 6 mg).
Rounded to the nearest 5 mg increment
as is required in current and proposed
nutriticn labeling regulations, the
proposed level is 20 mg per 100 g of
food.

FDA is also proposing in § 101.62{d}{2)
to allow the use of the synonymous
terms, “contains a small amount of
cholesterol” in accordance with the
discussion on synonyms in the proposed
rule cn nutrient conient claims,

b. Definition of “low cholestero!”
meal-type product. As discussed in the
companion document on nutrient
content claims and above for “low fat”
claims for meal type products, the
agency has received many comments
requesting that FDA provide for the use
of nutrient content claims on these
products. In recognition of the
increasing role that meal-type products
have in the marketplace, the agency
believes that it is important to establish
nutrient content claims that will help
consumers to identify positive
nutritional characteristics of such
producis. Accordingly, FDA is preposing
in § 101.62(d)(3) that a “low cholesterol”
claim may be made for a meal-type
product that contains 20 mg or less of
cholesterol per 100 g of the product. This
value is the same as that suggested by
GMA (Ref. 22} and uses the same
quantitative amount of cholesterol used
to define ““low cholesterol” for
individual foods. As noted above, FDA
finds merit in setling nutrient content
claims for meal type products on the
basis of the amount of a nutrient per 100
g rather than on the basis of the amount
per serving and per 100 g as is done for
most “low" claims for individual foods.
FDA anticipates that people will not
consume more than one or two meal-
type products per day, rather than the
average of 16 to 20 servings of individual
foods (Refs. 15 through 17). Therefore,
FDA tentatively concludes that it is not
reasonable to expect meal-type products
to meet the same per serving criteria as
individual foods.

For the same reason, FDA is
proposing that the saturated fat
threshold in § 161.62(d)(2)(i}(B) and
{d}{2}(ii)(B) be modified from 2 g or less
per serving Lo 2 g or less per 100 g. This
proposed level would allow a 10 cunce
meal that meets the requisite cholesterol
levels to make a “low cholestero!l™ claim
if it contained less than 5.5 g of
saturated fat, a vatue that is

approximately % of the DRV {or
saturated fat. FDA is propesing to make
a similar modification in the fat level in
§ 101.62(d){2)(i) and (d)(2)(ii). Thus.
under proposed § 101.62(d)(3), the
determination as to whether

§ 101.62(d}(2)(i) or (d)(2)(ii) applies will
be made on the basis of whether the
product contains 11.5 g or less of fat per
100 g of food.

4. “Reduced Cholesterol”

In its proposal of November 25, 1986
{51 FR 42584), FDA proposed to aliow a
“reduced cholesterol” claim on a food
that had been specially formulated or
processed to reduce its cholesterol
content by 75 percent. The 75 percent
criterion reflected FDA's concern about
the many foods that contain relatively
large amounts of cholesterol, and the
possibility that products with relatively
high levels of cholesterol could easily
claim to have reduced cholesierol
content if the agency permitted a lesser
reduction.

Comments on the proposed rule
requested that the percent reduction be
lowered to 30 or 50 percent because the
75 percent requirement was unrealistic
and technologically infeasible. FDA was
not persuaded that cholesterol levels
could not be reduced by 75 percent in
many foods, and, in accordance with the
agency's intent that the “reduced
cholesterol” claim be reserved for those
products that accomplished a very
substantial reduction in the level of
cholesterol, it did not change the
requirement in the tentative final rule
{55 FR 29456).

Comments to the tentative final rule
requested that the agency reevaluate its
position on the definition of “reduced
cholesterol,” suggesting that the
definition be lowered from 75 percent to
25 or 33 percent. The comments pointed
out that consumption surveys reflect a
decrease in consumption of cholestero!
over the past two decades, and these
comments argued that too stringent a
requirement for “reduced cholesterol”
would limit the incentive for industry to
develop “reduced cholesterol” foods to
further this trend.

The agency has reviewed the use of
“reduced"” claims for cholesterol in light
of the general criteria for “reduced”
nutrient content claims set out in the
companion document on nutrient
centent claims. These general criteria
take into consideration the level of
reduction that would resuit in
substantial reductions in the nutrient
content of foods, the need for
consistency of terms, the technological
feasibility of reducing levels of nutrients
in foods, and the need for dietary

changes relative to current intakes of
nutrients,

The basis for defining a substantial
reduction of a nutrient in food should
include consideration of the distribution
of the nutrient within the food supply
and the amount of reduction that is
necessary to produce a substantial
reduction in the amount of the nutrient
in the diets of individuals. Dietary
cholestercl is not ubiquitous in the fond
supply. It is found only in foods of
animal origin. Accordingly, if dietary
intake levels of chelesterol are to be
reduced substantially, it is important to
riake substantial reductions in
individual foods that are major sources
of cholesterol. FDA has reevaluated
what level of reduction constitutes a
substantial reduction in cholesterol
content for several reasons.

First, FDA’s 1988 Food Labeling and
Package Survey {FLAPS) did not
encounter any foods that made “reduced
cholesterol” claims (Ref. 37). A few
foods that had removed all of their
choiesterol content (i.e., egg substituies)
properly bore “cholesterol free” rather
than “reduced cholesterol” claims.
These results of the FLAPS survey, in
addition to earlier comments about the
technological unfeasibility of a 75
percent reduction, are significant.

Moreover, comments indicate that
iowering the defined level of reduction
for “reduced cholestercl” claims from 75
percent to 50 percent would give
industry greater incentive to develop
new foods that meet the criterion
through special processing or
reformulation. In additien, this change
would allow for greater consistency in
the definitions of “reduced” foods
because the agency is proposing that
“reduced” claims for sodium, fat, and
saturated fat be defined as a 50 percent
reduction. The importance of such
consistency of terms for consumer
education purposes was emphasized at
the 1989 public hearings and in
comments to the ANPRM.

FDA has also examined the need for
dietary change in light of dietary
recommendations. In the case of dietary
cholesterol, NAS's “Diet and Health”
report {Ref. 6) and the NCEP report of
the Expert Panel on Population
Strategies for Blood Cholestero!
Reduction (Ref. 9) recommend
censumption of less than 300 mg of
cholesterol per day. The agency
corapared these values to current intake
levels reported in a recent food
consumption survey and estimates that
a reduction in cholesterol intake of 20
percent is needed to lower the
cholesterol content of the American diet
to amounts recommended in dietary
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Adunc (Ref 27} Sinee substantiug
redieciions iu cholesterol can only be
nuadi: i a few food categories, it is
reasonable to triple this value, as waox
done in caleulations above for defining
“low cholesterol” foods, to bring the
percent change needed to 60 percent. w
e that (,ould appropriately be
rounded down to 50 percent to maintain
consistency with the proposed
nitions for “reduced fat.” “reduced
saturated fat,” and “reduced sodiups.”
‘i34 is persuaded by the comuments the:
“5 pereent reduction, as originally
sused for “reduced cholesterol”
ciaims in 1965 {51 FR 42584) and carricd
furward inn the tentative final rule (55 FR
26456]. is not nocessary. The factors
discussed above, in addition to recent
food mnsump*:on survey data showing
‘cuse in cholesterol intake levels,
have convinced the agency that the
carlier proposed requirement for a 75
pereent reduction is not necessary o
evoke a sufficient change in the food
supply te allow the public to meet
current dietary recommendations.
Lceordingly, the agency is proposing in
$ 101.62{d)(4)(i)(A) and (d)(4)(ii)(A) that
the term “reduced chclesterel” may be
used on foods that have been
formulated or processed to reduce their
cholesteral content by 50 percent.

Hewever, to ensure that a 50 percent
reduction amounts to more than an
inconsequential reduction in cholesterol
content, the agency is also proposing in
§ 101.62(d){4)(i)(A) and (d)(4)(ii}{A] to
add a second criterion that there be a
winimum reduction of more than 20 mg
per servmg from the reference food. This
criterien is consistent with the second
criterion for other “reduced” nutrient
cenient claims discussed above and
represents an absolute reduction that is
ro less than the amount which is
considered “low.”

As propesed in § 101.13(5)(1) of the
compainion document on nutrient
content claims, the reference foods
against which “reduced cholesteroi”
claims are to be measured are either an
industry-wide norm or the
manufecturer’s regular product. These
referense points are defined and
Ci:cussed above in the section on

“reduced fat” claims.

'The agency is proposing in
& 101.62{d}{4)(i}{C) and (d){4)(ii}{D)} that
thz food that bears a “reduced
cholesterol” claim be labeled in
compliance with § 101.13{}){2} as
provosed in the companion document on
nutrient content claims. This proposed
section requires information in
immediate proximity to the most
prominent use of the claim of the extent
{percent or fraction) that the chelesterol

is rednsed, the identity of the reforence
it is compared, and the

foad to whi
guantitative information comparing the
actual amount of cholesterol in a serving
of the food to the amount in the
riference food

& Comparative Clains

Cousistent with the earlier discussion
of comparative claims describing the fat
content of foeds, FDA is proposing in
§ 101.62(d)(5} to allow the use of
((m‘guzrdlnp claims using the term
7 {05 Joods that have been

roformulited. altered. or processed in o
veay that has resulted in & reduction of
cholesterol. Presosed § 107, 62(('1‘\,)@ Al
end ()53} (A} would require a
reduction of 23 percent cr mere in
cholesterct and a minimum reduction of
riore than 20 mg of cholesterol per
surving from a r(,f :rence food. The
agency beliaves that a reduction of 25
percent or more is necessary to ensure
that consumers are not misled by claims
for reductions that are inconsaquential,
i.e.. that the products wili serve a useful
role in the diet of those individuals who
are altempting to limit their
consumption of cholesterol.
Additionally, consistent with other
relative claims, FDA believes it is
important to provide for an absolute
reduction that is not less than the
amount that is defined as “low” (i.e.,
more than 20 mg of cholesterol per
serving).

As discussed with respect to
comparative claims for fat, FDA is
propusmg in § 101.13(j){1) in the
companion document on nutrient
content claims that for comparative
claims, the reference food may be an
indasiry-wide norm, the manufacturer’s
reguiar product, or, if the comparison is
to & class of similar foods, a current,
valid data basz such as USDA's
Handbook No. 8, “Composition of
Foods. Raw, Processed, Frepared.”

Additionally, the labeling
requirements propoesed in
§ 161 .62{d}(5){i{{C) and (d)(5}(i)(D
identical to those in proposed

j are

§ 101.13{j}{2) for ali other relative claims.

They require, in imniediate proximity to
the most prominent use of the claim, the
percent or fraction that the cholestera! ig
reduced, the identity of the referenc
foed to which it is compared. and the
quantitative iﬂ[Ode(IOH comparing the
actual amount of choleslerol in a serving
of the feod to the amount in the
ieference food,

V. Conditions of Use of Defined Terms

A. Foods for Children

In § 101.13(a) of the companion
document on nuirient content clajims,

e agency s propesiog to prohibit th
use of nuirient content clains, m(:ludzz &
claims about the fat fatiy acid, or
cholesterol content on foods that s
specifically intended for infants oud
toddlers less thar 2 years of age. This
provision is consisient with the agency's
proposed exs ‘lusi an of the use of (:1nims
about cholesterci and fatty acid conter

in such Yoods in proposed
§ 101.25{a){1 )i} and (L}(2). respectively.
of the tentative final rule on cholesterc
nutrient content claims (55 FR 26455,

The sgency propoesed this p avision
{53 FR 29455} based on comments (o1
1838 proposal on cholesterol raul.'ic:nf
conient claims (51 FR 425554) Tese
commenis staied that changing the dics
cf these children toward a more
restrictive dietary pailern should
demonstration th: n such dietary
restriction is needed and would support
edeguate growth and development. The
agency agreed with these comments and
proposcd to exclude the use of nutriect
content claims and quantitative
cholestero] and fatty ¢cid labeling on
foods specifically intended for use by
infants and toddlers. The agency
tentatively concludes that this exclusion
should also apply to fat nutrient content
claims because the issue of a suitable
dietary pattern for infants and toddlers
includes the issue of the total fat content
of their diet. There is agreement among
the American Academy of Pediatrics,
the American Heart Association, the
National Institutes of Health's
Consensus Conference on Lowering
Biood Cholesterol, and the NCEP that fa
and cholesterol should not be restricted
in tiie diets of infants (Ref. 38).

Until the agency has information thut
a more restrictive dietary pattern (as
might be encouraged by the use of these
niutrient content claims) is appropriate
for these children and would suppert
adequate growth and development, ths:
agency is proposing to bar the vse of
these nutrient content claims sn food
products that are spzcifically intended
{cr infants and toddlers.

B. Use of Defined Teirms in Conjunciien
with Statement of Identity

Comments on the 193¢ ANPRM
addressed the issue of how claims thati
describe the fat conlent of fuods should
be used with the names of standavdized
foods. Some of the comments suggestad
that these terms be allowed in
conjunction with the names of
standardized foods, even when the
resulting food no longer complies with
the standard.

This is an important issue that has
ramifications for all nutrient content
claims. Accordingly, FDA has prepared

».\;

awiit
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a separate document on this issue. It is
published elsewhere in this issue of the
Federal Register.
C. Misbranding

Proposed § 101.25{g). which was
numbered as § 101.25(d) in the
cholesterol tentative final rule {55 FR
29458), states that any label or labeling
that is not in conformity with this
section shall be deemed to be
misbranded under sections 20i{n) and
403(a} of the act. The agency is
proposing to retain this provision,
redesignated as § 101.62(e) and modified
to include authority under section 403(r)
of the act.
V. Environmental Impact

The agency has determined under 21
CFR 25.24{2){11) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human envirenment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VI. Economic Impact

The food iabeling reform initiative,
taken as a whole, will have associated
costs in excess of the $100 million
threshold that defines a major rule.
"Therefore, in accordance with Executive
Order 12291 and the Regulatory
Flexibility Act (Pub. L. 96-354). FDA has
developed one comprehensive
regulatory impact analysis (RIA) that
presents the costs and benefits of all of
the food labeling provisions taken
togetiier. The RIA is published
elsewhere in this issue of the Federal
Register. The agency requests comments
on the RIA.

V1I. Effective Date

FDA notes, however, that in section
10(a)(3)(B) of the 1930 amendments,
Congress provides that if the Secretary
of Health and Human Services (the
Secretary), and by delegation FDA, finds
that requiring compliance with section
403(q) of the act, on mandatory nuatrition
labeling, or with section 403(r)(2) of the
act, on nutrient content claims, 6 months
after publication of the final rules in the
Federal Register would cause undue
economic hardship, the Secretary may
1elay the application of these sections
for no more than 1 year. In light of the
agency's tentative findings in its
regulatory impact analysis that
compliance with the 1980 amendments
by May 8, 1593, will cost $1.5 billion, and
that 6 month and 1 year extensions of
that compliance date will result in
savings that arguably outweigh the lost
benefits, FDA believes that the question
of whether it can and should provide for

an extension of the effective date of
sections 403{q) and (r}(2) of the act is
squarely raised

FDA has carefully studied the
language of section 10{2)(3}(B) of the
1990 amendments and sees a number of
questions that need to be addressed.
The first question is the meaning of
“undue economic hardship.” FDA
recognizes that the costs of compliance
with the new law are high, but those
costs derive in large measure from the
great number of labels and firms
involved. The agency questicns whether
the costs reflected in the aggregate
number represent “undue economic
hardship.” Therefore, FDA requests
comments on how it should assess
*undue economic hardship.” Should it
assess this question on a firm-by-firm
basis, as was provided in the bil! that
passed the House Committee on Energy
and Commerce (H. Rept. 101-538, 101st
Cong., 2d sess., 24 {1890)}, an industry-
by-indusiry basis, or should it assess
this question on an aggregate basis? If
the agency should take the latter
approach, comments should provide
evidence that would permit the agency
to make a determination that there is
“undue economic hardship” for most
companies. FDA also points out that
assessing hardship on a firm-by-firm
basis would likely be extremely
burdensome because of the likely
number of requests.

FDA will consider the question of the
meaning and appropriate application of
section 16(a)(3)(B) of the 1990
amendments as soon as possible after
the comment period closes. The agency
intends to publish a notice in advance of
any final rule announcing how it will
implement this section to assist tirms in
planning how they will comply with the
act. The early publication of this notice
is to assist firms in avoiding any
unnecessary expenses that could be
incurred by trying to comply with a
compliance date that may cause “undue
economic hardship.”

VIil. Comments

Interested persons may, on or before
February 25, 1991, submit to the Dockets
Management Branch {(address above)
written comments regarding this
proposal. Two copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the office
above between 9 a.m. and 4 p.m.,
Monday through Friday.

In accordance with section 3{b}{1}{B)
of the 1990 amendments, FDA must
issue by November 8, 1292, final

regulations permitting nutrient content
claims for fat and cholesterol. If the
agency does not promulgate final
regulations by November 8, 1992, section
3(b)(2) of the 1990 amendments provides
that the regulations proposed in this
document shall be considered as the
final regulations. The agency has
determined that 80 days is the maximum
time that it can provide for the
submission of comments and still meet
this statutory limeframe for the issuance
of final regulations. Thus, the agency is
advising that it will not consider any
requests under 21 CFR 10.40(b) for
extension of the comment peiicd beyon
February 25, 1992. The agency must limit
the commen! period to no more than 90
days to assure sufficient time to develop
a final rule based on this proposal and
the comments it receives.
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List of Subjecis in 21 CFR Part 101

Food labeling, Reporting and
recordkeeping requirements.

Therefore, under the Federzi Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that 23
CFR part 11 be smended as follows:

FART 101—FCOD LABELING

1. The authority citaiion for 21 CFR
part 101 is rev ised to read as follows:

Authoriiy: Scas. 4, 5, 6 of the Fair Packaging
and Labeling Act (15 U.S.C. 1433, 1454, 1455}):
secs. 201, 301, 402, 493, 409, 501, 502, 5035, 701
of the Federal Food, Drug. and Cosmetic Act
(21 U.S.C. 321. 337, 342, 343, 348. 351. 332, 355,
ar),

§ 191.25 [Remcovad]

2. Seclion 101.25 Labeling of foods in
lt’/(l” n to fot and fatty coid and
cholesterol content is removed.

3. Section 101.62 is added (v sub
1o read ss foliows:

part D

§ 101.62 MNutrient content olaimes for {at,
fatly acid, and cholesterol co 3
faods,

fat Gororal ro (,’ L A

b(uh the leve! of fuil fu.’\ A
chaiesteiolin a food may only
ot the label and in the luin
fesod if:

{*} The claima uses one of the tirr
defined n: this section in accordar:
veith the definttion for that termy

{2} The claim is made in accordern:
with the general requiremonts for
nutrient content claims in § 10110
: m) feod for which the clair
(u: iz jabeled in accordanice with

})ﬂ heanlt
v of the

5 101.9 or. where applicuble, § 10155,
(b qu conten! claims. 11} The terps

&

“fat free” “free of fat,” “no far”
fat” “ronfat” “irivial soucce r!F fo
“negligible gsource of fat,” or “dictasily
insignificant source of fa! iy Lo voed
on tha label or in laheling of & {nod
provided that

(i) The food coniains less ¢
gram of fat per reference amcunt
customarily consumed and per lubeled
serving size;

(ii} The food contains ne addesd
ingredient that is a fat or ¢il; and

{iii) As required in § 161.13{e}{2}. if the
food meets these conditions without the
benefit of special processing. alterztion,
formulation, or reformulation to lewer
fat content. it is labeled to disclose that
fat is not usvally present i the food
{2.g., "broccoli. a fat-free food™).

(2} The terms “low fat.” “low in fut,”
“contains a small amount of fat,” “low
source of fat,” or “little fat” may be used
on the lahe! or in labeling of foods,
except meal-type products e defined in
§ 101.15{1), provided that:

(i) The food contains 3 grams or less
of fat per reference amount customarily
consumed, per labeled serving size, and
per 100 grams of food; and

(ii) If the food meets these conditions
without the benefit of special
processing, alteration, formulaticn, or
reformulation to lower fat content, it is
labeled to clearly refer to all foods of its
type and not mercly to the particular
brand to which the label attaches {c.g..
“frozen perch, a low fat food”}.

(3] The terins defined in paragraph
{£){2} of this section may be used ox the
label or in labeling of a meal-type
product as defined in § 101.13{}) that:

(i) The product contains 3 grams or
fess of fat per 100 grams: and

(ii} If the product meets these
conditions without the benefit of zpecial
processing, alteration, formulation, or
reformulation to lower fat content, it is
labeled to clearly refer to all foods of it
type and not merely to the particular
trand ta which the label attaches.
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{4) The terms “reduced fat,” “reduced
in fat,” or “fat reduced” may be used on
the label or in lubeling of a food, except
meal-type products as defined in
§ 101.13(1), provided that:

(i} The food has been specifically
formulated, altered, or processed to
reduce its fat content by 50 percent or
more, with a minimum reduction of more
than 3 grams per reference amount
customariiy consumed and per labeled
serving size, from the reference food
that it resembles and for which it
substitutes as defined in § 101.13 (j}(1)(i)
and (j}(13{ii} and

{ii) As required in § 101.13(j)(2) for
relative claims, the percent {or fraction)
that the fat has been reduced; the
identity of the reference food; and
quantitative information comparing the
level of fat in the product per labeled
serving size with that of the reference
food that it replaces are declared in
immediate proximity to the most
preminent such claim as defined in
§ 101.13{(j}2}(ii) {e.g., “Reduced fat—50
percent less fat than our regular
brownie. Fat content has been reduced
from 8 grams to 4 grams per serving”).

(5) A comparative claim using the
term *less” may be used on the label or
in labeling of a food, including meal-
type products as defined in § 101.13(1),
provided that:

(i) The fcod contains at least 25
percent less fat, with a minimum
reduction of more than 3 grams per
reference amount customarily consumed
and per labeled serving size, from the
reference food that it resembles and for
which it substitutes as defined in
§ 1(?1.13 (0. (1)(iH), and ()(1)(E);
an

(i) As required in § 101.13(j)(2) for
relative claims, the percent (or fraction)
that the fat has been reduced; the
identity of the reference food; and
quantitative information comparing the
level of fat in the product per labeled
serving size with that of the reference
food that it replaces are declared in
immediate proximity to the most
prominent such claim as defined in
§ 101.13(j}(2)(ii) (e.g. “This pound cake
contains 40 percent less fat than our
regular pound cake: Fat content has
been lowered from 10 grams to 6 grams
per serving.”].

(6) The term “___ percent fat free”
may be used on the label or in labeling
of a food provided that:

(i) The food meets the criteria for “low
fat” in paragraph {b)(2) or {b)(3) of this
section.

(ii) The label or labeling discloses the
amount of total fat per serving (as
declared on the label) of the food
expressed to the nearest 1/2 gram.
When the total fat content is less than

0.5 grams per serving, the amount may
be declared as “0.” Such disclosure shall
appear in immediate proximity lo the
most prominent such claim as defined in
§ 101.13(j)(2)(ii) and in type size that
shall be no less than one half the size of
the type used for such claim.

(iii) The percent of reduction and the
words “fat free” are in uniform type
size.

(iv) A claim fer *100 percent fat free’
meets all criteria for "fat free” in
paragraph (b)(1) of this section.

(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 nc less than one-half the size of
the type used for the claim with respect
to the level of saturated fat. Declaration
of cholesterol content may be omitted
when the food contains less than 2
milligrams of cholesterol per labeled
serving size.

(1) The terms “low in saturated fat,”
“low saturated fat,” “coniains a small
amount of saturated fat,” "low source of
saturated fat,” or “a little saturated fat”
may be used on the label or in lubeling
of a food, except meal type products as
defined in § 101.13(1}, provided that:

(i) The food contains 1 gram or less of
saturated fatty acids per reference
amount cu stomdnly consumed and per
labeled serving size, and not more than
15 percent of calories from saturated
fatty acids.

(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 (e.g..
“raspberries, a low saturated fat food™}.

{2) The terms defined in paragraph
(c)(1) of this section may be used on the
label or in labeling of a meal-type
product as defined in § 101.13(1}
provided that:

(i) The preduct contains 1 gram or less
of saturated fatty acids per 160 grams of
food; 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 refer to
all foods of its type and not merely to
the particular brand to which the label
attaches.

(3) The terms “reduced saturated fat,”
“reduced in saturated fat.” or “saturated
fat reduced” may be used on the label or
in labeling of a food. except meal-type

products as defined in § 103.13{1),
provided that:

{i) The food has been specifically
fermulated, altered, or processed to
reduce its saturated fatty acid content
by 50 percent or more, with a minimum
reduction of more than 1 gram per
reference amount customarily consumed
and per labeled serving size from the
reference food that it resembles and for
which it substitutes as defined in
§ 101.13(3)(1)(i) and (j){1)(ii); and

(ii) As required in § 101.13(j)(2) for
relative claims, the percent (or fraction)
that the saturated fat was reduced; the
identity of the reference food: and
quantitative information comparing the
level of saturated fat in the product per
fabeled serving size with that of the
reference food that it replaces are
declared in immediate proximity tc the
most prominent such claim as defined in
§ 101.13(j)(2)(ii) (e.g., “Reduced
saturated fat. Contains 50 percent less
saturated fat than the national average
for nondairy creamers. Saturated fat
reduced from 3 grams to 1.5 grams per
serving”}.

(4) A comparative claim using the
term “less” may be used on the label or
in labeling of a food, includino meal-
type products as defined in § 101.13(1),
provided that:

(i) The food contains at Jeast 2
percent less saturated fat with a
minimum reduction of more !
per reference amount custome
consumed and per labeled sery wg size,
from the reference food that it resembles
and for which it substitutes as dafined in
§ 101.13()(1)(i), (D)1 and [021i);
and

{i1) As required in § 101.23{i}{&] for
relative claims, the percent gc\r fr adlon]
that the saturated fat was rednced: the
identity of the reference food: and
quantitative information comparing the
level of saturated fat in the produc
labeled serving size with thut of the
reference food that it repla
declared in immediate proxiz
most prominent such ciaim as
§ 101.13(j)(2)(ii) (e.g.. “Brand ¥
contains 40 percent less satura
than our regular Brand X crack
Brand Y contains 6 grams satizra
Brand X contains 10 grams saturaind
fat.”).

(d) Cholesterol content ciains. {11 The
terms “‘cholesterol free,” “free of
cholesterol.” “zero cho%estero!." ‘1o
cholesterol,” “trivial source of
cholesterol,” “negligible source of
cholesterol,” or “dietarily insigunificarn:
source of chelesterol” may be usad on
the label or in labelirg of a frad
provided that:
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(i) For foods that contain 11.5 grams or
less of total fat per seference amount
cusiomarily consumed, per labeled
serving size, and per 100 grams of food:

(A) The food contains less than 2
milligrams of cholesterol per reference
amount customarily consumed and per
labeled serving size;

(B) The foond contains 2 grams or less
of saturated fat per reference amount
customarily consumed and per labeled
corving size;

(C) As required in § 161.13(e), if the
i50d contains less than 2 milligrams of
cholesterol per reference amount
customarily consumed and per labeled
serving size without the benefit of
special processing, alteration,
farmulation, 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™).

(i) For foods that contain more than
11.5 grams of total fat per reference
amount customarily consumed, per
labeled serving size, or per 100 grams of
food:

(A) The food contains less than 2
milligrams of cholesterol per reference
amount customarily consumed and per
labeled serving size;

(B) The food contains 2 grams or less
of saturated fat per reference amount
customarily consumed snd per labeled
sepving size;

(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
oue panel, the disclosure shall be made
on each panel except for the panel that
bears nutrition labeling. If the claim
appears 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). if the
food contains less than 2 milligrams of
cholestero! per referenice amount
customarily consumed and per labeled
serving size withgut 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 grams
of fat/serving”); or

(E) If the food contains less than 2
illigrams of cholesterol per reference
amount customarily consumed and per
labeled serving size only as a result of
special processing, alteration,

formulation, or reformulition, the
amount of cholesterol is substantially
less (i.e., meets requirements of
paragraph (d){8)(1)(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)
market share. As required in

§ 101.13(j)}{2) {or relative claims, the
percent {or fracticn) that the cholesterol
was reduced; the identity of the
reference food; and quantitative
information comparing the level of
cholesterol in the product per labeled
serving size with that of the reference
food that it replaces are declared in
immediate proximity to the most
prominent such claim as defined in

§ 101.13(j)(2)(ii) (e.g., Cholesterol free
margarine, contains 100 percent less
cholesterol than butter. Contains no
cholesterol compared with 30 milligrams
in one serving of butter. Contains 11
grams 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 labeling of a
food, except meal type products as
defined in § 101.13(1), provided that:

(i) For foods that contain 11.5 grams or
less of total fat per reference amount
customarily consumed, per labeled
serving size, and per 100 grams of food:

(A) The food contains 20 milligrams or
less of cholesterol per reference amount
customarily consumed, per labeled
serving size, and per 100 grams of food;

(B} The food contains 2 grams or less
of saturated fatty acids per reference
amount customarily consumed and per
labeled serving size;

(C) As required in § 101.13(e), if the
food contains 20 milligrams or less of
cholestero!l per reference amount
customarily consumed, per labeled
serving size, and per 100 grams of focd
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., “lowfat cottage cheese, a
low cholesterol food™). »

(ii) For foods that contain more than
11.5 grams of total fat per reference
amount customarily consumed, per
labeled serving size, or per 100 grams of
food:

(A) The food contains 20 milligrams or
less of cholesterol per reference amount
customarily consumed, per labeled
serving size, and per 100 grams of food;

(B) The food contains 2 grams or less
of saturated fatty acids per reference
amount customarily consumed and per
labeled serving size;

(C) The label or lubeling 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}, the
food contains 20 milligrams or less of
cholesterol per reference crnount
customarily consumed, per labeled
serving size, and per 100 grams of food
without the benefit of special
processing, alteration, formulation, or
reformulation to lcwer cholesterol
centent, 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 milligrams
or less of cholesteroci only as a result of
special processing, alteration,
formulation, or reformulation, the
amount of cholesterol is substantially

ess {i.e., meets requirements of
paragraph (d)(5)(i)(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)
raarket share. As required in

§ 101.13(j)(2) for relative claims, the
percent (cr fraction) that the cholesterol
has been reduced; the identity of the
reference food; and quantitative
information comparing the level of
cholesterol in the product per labeled
serving size with that of the reference
fsod that it replaces are declared in
immediate proximity to the most
prominent such claim as defined in

§ 101.13(j)(2}(ii) (e.g., “Low choiesterol
peanut butter sandwich crackers,
contains 83 percent less cholesterol than
our regular peanut butter sandwich
crackers. Cholesterol lowered from 30
milligrams to 5 milligrams per serving,
contains 13 grams of fat per serving.”).

(3) The terms listed in paragraph (d)(2)
«f this section may be used on the label
or in labeling of a meal-type product as
defined in § 101.13(1) provided that the
product nreets the requirements of
paragraph (d)(2) of this section except
that the determination as to whether
paragraph (d}(2)(i) or (d){2)(i) of this
section applies to the product will be
made only on the basis of whether the
product contains 11.5 grams or less of
fat per 100 grams of food, the
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requirement in paragraphs (d){2}{i)(A)
and [d}(2)(ii}(A) of this section shall be
limited to 20 milligrams of cholesterol
per 100 grams, and the requirement in
paragraphs (d}(2)(i)(B) and (d)(2){(ii}(B) of
this section shall be modified to require
that the food contain 2 grams or less of
saturated fat per 100 grams rather than
per reference amcunt customarily
consumed and per labeled serving size.

{4) The terms “reduced cholesterol.”
“reduced in cholesteroi” or “cholesters!
raduced” may be used on the label or in
labeling of a food or a food that
substitutes for that food as specified in
§ 101.13(d}, except meal type products
as defined in § 101.13(1), provided that:

{i) For foods that contain 11.5 grams or
less of total fat per reference amount
customarily consumed, per labeled
serving size, and per 100 grams:

{A) The food has been specifically
formulated, altered, or processed to
reduce its cholesterol content by 50
percent or moere, with a minimum
reduction of more than 20 milligrams per
reference amount customarily consumed
and per labeled serving size from the
reference food that it resembles and for
which it substitutes as defined in
§ 101.13(7)(1)(i) and (3}(1j(1i);

{B) The food contains 2 grams or less
of saturated fatty acids per reference
amount customarily consumed and per
labeled serving size; and

{C) As required in § 101.13(j)(2) for
relative claims, the percent that the
chiolestercl has been reduced; the
identity of the reference food; and
quantitative information comparing the
level of cholesterol in the product per
labeled serving size with that of the
reference focd that it replaces are
declared in immediate proximity to the
most prominent such claim as defined in
§ 101.13(3}(2){i1).

(ii) For foods that contain more than
11.5 grams of total fat per reference
amount customarily consumed, per
labeled serving size, or per 100 grams of
food:

(Aj The food has been specifically
formulated, altered, or processed to
reduce its cholestercl content by 50
percent or more, with a minimum
reduction of meore than 20 milligrams per
reference amount customarily consumed
and per labeled serving size, from the
reference focd {as defined in
§ 201.13(j)(1)(i) and {jj(1)(ii)) that it
resembles and for which it substitutes
as specified in § 101.13(d) that has a
significant (i.e., 5 percent or more)
market share;

{B) The food contains 2 grams or less
of saturated fatty acids per reference
amount customarily consumed and per
labeled serving size:

{C] The label or labeling discloses the
level of total fat in a serving (as
declared on the labelj of the food. Such
disclosure shall appear in immediate
proximity to such claim preceding the
referral statement required in § 101.13(z)
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, the percent (or fraction)
that the cholesterol has been reduced:
the identity of the reference food; and
guantitative information comparing the
level of cholesterol in the product per
labeled serving size with that of the
reference food that it replaces are )
declared in immediate proximity to the
most prominent such claim as defined in
§ 101.13(j}{2)(i1).

{5) A comparative claim using the
term “less” may be used on the labe! or
in labeling of a food or a food that
substitutes for that food as specified in
§ 101.13(d}, including meal-type
products as defined in § 101.13(1).
provided that:

{i} For foeds that contain 11.5 grams or
less of total fat per reference amount
customarily consumed, per labeled
serving size, and per 100 grams:

{A) The food contains at least 25
percent less cholestercl, with a
minimum reduction of more than 20
milligrams per reference amount
customarily consumed and per labeled
serving size, from the reference food
that it resembles and for which it
substitutes as defined in § 161.13(3)(1}{i).
() (1}{ii), and (j3{1)(iii);

{B} The food contains 2 grams or less
of saturated fatty acids per reference
amount customarily consumed and per
labeled serving size; and

{C) As required in § 101.13(j){2) for
relative claims, the percent that the
chelestercl was reduced; the identity of
the reference fcod; and quantitative
information cemparing the level of
cholesterol in the product per labeled
serving size with that of the reference
food that it replaces are declared in
immediate proximity to the most
prominent such claim as defined in
§ 101.13()(2) (i).

{ii) For foeds that contain more than
11.5 grams of total fat per reference
amount customarily consumed, per
labeled serving size, or per 100 grams of
food:

{A) The food contains at least 25
percent less cholestercl. with a

minimum reduction of 20 milligrams per
roeference amount customarily consumed
and per labeled serving size. from the
reference food as defined in

§ 10L.33(H(1)(1), (3((), and ({11
that it resembles and for which it
substitutes as specified in § 101.13{d}
that has a significant {i.e.. 5 percent or
more) market share:

{L3} The food conlains 2 grams or less
of saturated fatty acids per reference
amount customarily consumed and pur
labeled serving size;

{C) The label or labeliug disclosas the
level of total fat in a serving (us
declared on the label) of the fsod. Such
disclosure shall appear each time the
claim is made, in immediate proximity
to such claim preceding the referral
statement required in § 101.13{g) in type
that chall be no less than cne-half the
size of the type used for such claim. If
the claim appears on more than one
parel. the disclosure shall be made on
each panel except for the panrel 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

{5} As required in § 101.13(j}{2) for
relative claims, the percent {or fractivn)
that the cholesterol was reduced; the
identity of the reference food; and
guantitative information comparing the
tevel of cholesterol in the product per
labeled serving size with that of the
reference food that it replaces are
declared in immediate proximity to the
most prominent such claim as defined in
§ 101.13(j)(2)(ii) {e.g., *'This pound cake
contains 30 percent fess cholesterol than
our regular pound cake. Cholgsterol
lowered from 45 milligrums to 30
milligrams per serving. Contains 12
grams of fat per serving.”).

(e) Misbranding. Any label or labeling
containing any statement concerring fat.
fatty acids, or cholestero! that is not in
conformity with this section shail he
deemed to be misbranded under
sections 201(n), 403(a}, and 40Q:{r} of the
Federal Food, Drug, and Cosme:tic Act.

Dated: Noveraber 4, 16831.
David A. Kessler,
Comimissiorer of Foed and Drugs.

Louis W. Sullivan,

Secretary of Health and Hewran Services,
{FR Doc. 91-27159 Filed $1-26-91; £:45 am]
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