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[Dockat No. SON-~0165 ]

RIN 0905~A008

Food Laheling; Sevving Sizes

AGENCY: Food and Drag Adminisiration,
HHS.
ACTION: Proposed rule.

summARY: The Food and Drug
Administration (FDA) i= issuing this
document as a reproposal of its
proposed regulation entitled “Food
Labeling; Serving Sizes” (55 FR 29517,
July 19, 1990) in response to the recent
enactment of the Nutrition Labzling and
Education Act of 1990. The agency also
is responding to public comments
submitted in response to the July 19,
1990 serving sizes proposal and to the
public meeting held on April 4, 1991, on
serving sizes {56 FR 8084, February 26,
1891). FDA is proposing to: (1) Define
serving and portion size on the basis of
the amount of food customarily
consumed per eating occasion; (2]
establish reference amounts customarily
consumed per eating occasion (reference
amounts) for 131 food product
categories; (3) provide criteria for
determining label serving size from the

reference amounts; (4) require the use of .

both common household and metric
measures to declare serving size; (5}
permit the declaration of serving
(portion] size in U.S. measures; (6)
permit the optional declaration of
nutrient content per 100 grams (g}, 100
milliliters {mL). 1 cunce {cz}, or 1 fluid
ounce (fl 62); (7} define a “single-serving
conlainer;” and (8) require that the use
of claims such as “low sodium” be
based on both the serving size declared
on the label and the reference amount,
DATES: Written cornments by February
25, 1992. The agency is proposing that
any final rule that may issuz based vpon
this proposal become effective 6 months
following its publication in accordance
with requirements of the Nutrition
Labeling and Education Act of 1990,
ADTRESSES: Wrilten comments to the
Dockets Management Branch [(HFA~
305), Food and Drug Administration, rm,
1-23, 12420 Parklawn Dr., Rockville, MD
20857, 301-443~1751.

FOR FURTHER INFCAMATICN CONTACT:
Youngmee K. Park, Center for Feod
Satety and Applied Nutsition (HFU-265),
Food and Drug Admisistration, 200 C St
SW., Washington, DO 20204, 200415
0089,

SUPPLEMENTARY INFORMATIO!H

I Background

In the Federal Register of July 19, 1990
{55 FR 29487}, FDA published a
proposed rule entitled “Food Labeling;
Mandatory Status of Nutrition Labeling
and Nutrieni Content Revision” to
amend its feod labeling regulations to
require nutrition labeling on most food
products that are meaningful sources of
nutrients. In the same issue of the
Federal Regisier (55 FR 29517), FDA
published a technical supporting
propasal entitled “Food Labeling;
Serving Sizes” (hereinafter referred 1o ag
the 1890 proposal).

The 1990 proposal stated thatin view
of the many comments that the agency
had received stating the need for more
realistic and consistent serving sizes,
Fi3A had concluded that reasonable and
standardized serving sizes should be
established. The agency proposed to
amend the nutrition labeling regulations
to: (1) Define serving and portion size cn
the basis of the amount of foed
commonly consumed per eating
occasion by persons 4 years of age or
older, by infants, or by children under 4
vears of age (toddlers); (2) require the
use of both U.8. {ez, fl 0z) and metric
measures to declare serving size; {3}
permit the declaration of serving
(portion) size in familiar household
measures; (4) permit the optional
declaraticn of nutrient content per 100 g
or 160 mL; (5} define “single-serving
containers” as those that contain 150
percent or less of the standard serving
size for the food product; and (8)
establish standard serving sizes for 139
food product categories to cnsure
reasonable and uniform serving sizes
upon which consumers cen make
nutrition comparisons among food
products. Interested persons were given
until November 16, 1920, to submit
comments to the agency on the serving
size proposal,

Cu September 26, 1690, the National
Academy of Sciences’ Institute of
Medicine (IOM) issued a report entitled
“Nutrition Labeling, Issues and
Directions for the 1690s” (hereinafier
referred to as the IOM Report) (Ref. 1}.
The IOM report was written under
contract to the Public Health Service,
U.S. Department of Health and Human
Services (DHHS} and the Food Safety

and Inspection Service, U.S, Departmans
of Agriculture (USDA). On Getober 5,
1990, FDA published a notice in the
Federal Register (55 FR 40944),
ennouncing the availability of the 1324
report and requesting that interested
persons comment o the implications of
the report for the agency’s July 19, 1988,
proposals on food labeling. The report
makes several recommendations relatod
o serving sizes.

On November 8, 1990, the Presidens
signed into law the Nutrition Labeling
and Education Act of 1990 (bereinafier
referred to as the 1990 amendmenis ™}
(Pub. L. 161-535). The 1690 amendmenis
add gection 203{q) to the Federal Fuaod,
Drug, and Cosmetic Act {the act].
Secticn 403{q) of the act spacifies, in
part, thai:

* ¥ the serving size © ¥ i3 an amount
customarily consumed and which is
exprassed in a common household measure
that is appropriate to the food, or * * *ii the
use of the foad is not typically expressed in a
serving size, the common household unit of
measure that expresses the serving size of the
food.

The 1990 amendments also require, in
section 2{b)(1}(B}, that FDA adopt
regulations that: “* * * establish
standards * * * to define serving sizs or
cther unit of measure for food, * * *.”

While the requirements of the 1890
amendments that pertain to serving
sizes are similar in many respects te
FDA’s 1690 proposal, differences do
exist, and questions about the exact
meaning and the implementation of
these provisions have been raised.

On February 26, 1991 (56 FR 8084),
FDA announced a public meeting to
discuss issues related to how serving
and portion size should be determined
and presented as part of nutrition
labeling. The notice stated that several
issues arising from the comments on the
serving size proposal and two other
recent developments {the 1900
amendments and the [IOM report)
required further public comment.
Therefore, FDA held a public meeting on
serving sizes on Apiil 4, 1991, to provide
an opportunity to submit oral comments,
as well as an opportunity for written
comments, on the issves identified in the
notice.

The notice of the public meeting
outlined five major issues for discussion
at the meeting: (1) Whether, in
determining serving (portion) sizes
(hercinafter referred to as “serving size”
for simplicity) based on the amount of
fsod customarily consumed, the agency
shouid limit itself to national food
consumption data, or whether thers is
other information that should ke
considered; (2) whether in declaring
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serving sizes, weight units in addition tu
household measures should be required.
and how the definition of “houschold
meastres” should be standardized; (3)
whether deviation from the standard
serving size should be allowed if
standard serving sizes are required by
regulations, and if so, how much
deviation should be allowed; (4)
whether, in addifion to nutrient confeat
per zerving, the nutrition label should
ullow {or require} a column that lists
nutrient content on a uniform weight {or
volume) basis, such as per 100 g and 10¢
wl or per oz and fluid oz; and (5) how
single-serving containers should be
defined, and whether compliance with
definitions for adjectival descriptors
stch 25 “low sodium” on single-serving
rentainers should be based on the
standard serving size or the entire
content of a single-serving container. In
the announcement, the agency sclicited
written comments on a sixth, essentially
legal, issue involving questions of
statutory construction: whether FDA
should establish standard serving sizes
for specific categories of foods or
develop criteria for food manufacturers
to use in determining their own serving
sizes.

Il. Rationale for Reproposal of Serving
Sizes Regulation

FDA has carefully considered the
serving size provisions of the 1920
amendments and the comments that i
received in response to the Federal
Register documents on serving sizes. As
a result, the agency has decided to
repropose the serving size regulation for
two major reasons. First, FDA wishes to
take advantage of the explicit legal
authority to regulate the serving sizes
used on the nutrition label that is
provided by the 1990 amendments.
Secondly, the agency has decided to
make a number of changes in respense
to the comments received on the Federal
Register documents and the public
meeting on serving sizes and to explain
its reasons for agreeing or not agreeing
with the comments.

To implement the 1990 amendments,
FDA is proposing to adopt regulations
that provide standards for defining
serving sizes, There are two basic
elements to these proposed standards:
{1) Reference amounts of food that are
customarily consuméd per eating
ocecasion (reference amounts) for 131
product categories; and (2) procedures
for determining serving sizes for use on
product labels from the reference
amounts. While the reference amounts
are defined primarily in metric units,
under the act, the serving size must be
expressed in a common household

micasure that is appropriate 1o the
particular food.

This reproposal also respands o
many requests for changes in other
aspeats of the 1990 proposal. Afier
vareful consideration of all comments,
the egency has tentatively concluded
that it is desirable to make changes that
include:

(1) Revising the definiticn fue single-
serving containers to increase the upper
fimit from “150 percent or less” to “less
than 200 percent; and

{2} Revising the basis for evaluating
tabel claims like “low sodium” to
include both the declared serving size
and the reference amount.

111 Evaluation of IOM Report and
Review of Comments

A FDA's Evaluation of the JOM Repurt

The agency has carefully reviewad
recommendations related to serving size
contained in the IOM report. The ICM
recommended the continued use of
serving size to present nutrition
information, the expression of serving
sizes in common household measures
followed by weight in g in parentheses,
and the establishment of a process for
manufacturers to petition for deviations
from the standard serving size or to
create a new subclass of foods with its
own serving size. This reproposal
adopts these recommendations.

The IOM report also recommended
that FDA and USDA jointly establish
serving sizes for a limited (few) number
of different food categories for ready
product comparisons and reference
purposes. In response to the IOM report
recommendations, FDA established an
interagency commiitee that included
representatives of the Food Safety and
Inspection Service and the Human
Nutrition Information Service of the
United States Department of Agriculture
{USDA), as well as FDA members. This
commitiee developed general principles
and rules used tq determine the
reference amounts. The committee
reviewed data on the amount of food
customarily consumed per eating
cccasion and other information on
serving sizes provided by FDA, e.g.,
serving sizes recommended in dietary
guidance materials, serving sizes
recommerided in comments, serving
sizes currently in use, and serving sizes
used in Canada. On the basis of these
considerations, the committee
developed the product categories and
the reference amounts listed in
§ 101.12(b). Interagency cooperation will
continue during the development of the
final regulation on serving sizes.

In addition, the IOM report
recommended that research be

conducted to determine consumers’
comprehension of food labeling
information and their interpretation of
serving sizes declared on the food label.
DA has conducted both consumer
focus groups and formal consumer
research on the format of nutrition
fabeling, including consumer use and
understanding of serving sizes. FDA will
propose a label format regulation that
reflects the results in the near future.

The IOM report made a few other
recommendations that FDA is not
proposing to adopt. The iOM report
recommended that the guaniities
specified by dietary guidance
recommendations serve as “the main
criteria for selecting the amount of food
to be described as a serving.” FDA did
rot adopt this recemmendation for
several reasons:

1. Section 203{q){1}(A]j{i} of the act
defines serving size as “an amount
customarily consumed’ {emphasis
added). Thus, the act links serving size
to the amount consumed and not to an
amcunt recommended by the dietary
guidance recommendztions or any other
system.

2. There is no single set of dietary
guidanee serving sizes, and, as seen in
Table 7-1 of the IOM report {Ref. 1, pp.
206 and 207), the serving size for the
same product may differ in accordance
with the objectives and goals of the
particular guidance.

3. Many serving sizes that do exist in
dietary guidance recommendations are
for very narrow food categories, e.g., for
a specific type of cake, cookie, or
cracker, or for a particular fruit or
vegetable. Under the act, however,
serving sizes have broad application.

4, There are no dietary guidance
recommendations for many product
categories, particularly processed
packaged products for which nutrition
labeling is mandatory {e.g., frozen
entrees and dinners; snack foods;
pickles; sweets; condiments; foods used
as ingredients such as dessert toppings/
fillings, sauces, and flour; and infant and
toddler foods) [Ref. 2). However, in
developing the reference amounts, FDA
did consider serving sizes recommended
in various dietary guidance materials
{Refs. 3 through 8), including those
identified in the IOM report.

The IOM report recommended
establishing serving sizes for a limitec
number of broad food categories (e.g.,
fruit juices, breads, cereals, fruits,
vegetables, spreads, and salad
dressings). FDA does not believe that
such broad categories are adequate to
implement section 403(q}(1)(A}(i) of the
act. This section defines serving size as
an amount customarily consumed. The
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amount customarily consumed varies
widely among foods within the large
categories recommended by the IOM.
For example, the customarily consumed
amount of fruit varies from 1.5 oz for
dried fruits to 10 oz for watermelon.
Therefore, to implement the act, FDA
believes that many mcre than the
limited number of the broad categories
recommended by the IOM are
necessary. In developing the references
amounts, hewever, FDA took product
comparability into consideration to
promote nutritional comparison of
similar products.

The 10M report also recommended
that the number of servings per
container be rounded down to the
nearest whole number. FBA did not
adopt this recommendation because it
would introduce an unacceptably large
crror, as high as 45 percent (2.9 rounded
down to 2}, for the number of servings
per container declared on the label.
Instead, FDA is proposing tc round to
the nearest whole number which will
limit the error to about 20 percent or less
(2.4 rounded down to 2).

B. Sumirary of Comments

FDA has reviewed the written
comments received on the serving size
proposal, the written comments to the
notice of public meeting on serving
sizes, and the presentations at the public
meeting.

FDA received about 370 comments on
the serving size preposal.
Approximately 39 percent were from
domestic and foreign food irdustries
and trade organizations; about 36
percent were from consumers and
consumer organizations; about 17
percent were from health professionals,
health and other prefessional
. organizations, and academia; and 8
percent were from domestic and foreign
governments. Industry generally
expressed reservations about some
parts of the proposal and discussed
technical issues, which were
infrequently discussed by the other
sectors {e.g., serving sizes for their
specific products). Consumers, consumer
organizations, and health professionals
overwhelmingly expressed the need for
FDA to regulate serving sizes and
generally supported the provisions in the
proposal. Comments from the
international sources understandably
focused on the international
harmonization of food labeling (e.g.,
recommended the use of 160 g (or mL} as
the basis for the nutrition information).

In response to the agency s request for
comment on implications of the IOM
report only four from industry

addressed issues related to serving
sizes. Two comments favored serving
sizes based on dietary guidance
materials; one supported the use of
serving sizes expressed in commen
househiold measures; and the other
opposed FDA establishing serving sizes
and proposed that the agency set
criteria,

Thirty-one orel presentations wer
made at the April 4, 1591 public meeting
on serving sizes, including 25 (about 85
percent) by representatives of foad
industries and trade organizations; three
were by professional nutrition
organizations; and twa were by
consumer organizations. A written
transcript of the meeting is on file with
Dockets Management Branch (address
above). FDA also received ahout 80
written comments in response to the
public meeting notice, primarily from the
food industry and trade organizations
but also from nutrition and consumer
organizations, government agencies, and
a few consumers. Industry comments
generally were against FDA establishing
specific serving sizes. These comments
interpreted the 1690 amendments as
requiring FDA to establish standards for
serving sizes. Health professionals and
consumers, on the other hand, continued
to support FDA establishing specific
serving sizes for product categories.
Most comments also addressed the issue
of the basis for determining serving
sizes. Industry and health professionals
favorad considering additional
information (e.g., “longstanding”
industry serving sizes and dietary
guidance recommendations) to food
consumption data. Consumer
organizations favored using only food
consumpticn data. Commaents from all
sectors generally agreed that serving
size should be expressed in common
household units,

The agency will describe the
cormiments on serving sizes in more
detail and respond to them in the
discussion of the reproposed regulation
that follows,

IV. The Reproposed Regulation
A. Introduction

In the 1990 proposal, FDA proposed to
retain the current requirement that
nutrition information in the labeling of
food be declared in relation to a serving
or, where the food is customarily not
consumed directly, in relation to a
portion of the fooad. The 1990

amendments require that nutrition
information be presented on a per
serving basis. Therefore, § 101.9{b) of
this reproposal codifies this
requirement.

In the 1990 proposal, FDA identified
five options for regulating serving sizes:
{1} Permit manufacturers to establish
their own serving sizes; (2] permit
manufacturers to develop their own
serving sizes by applying criteria
established by FDA; (3) FD 4 adopt a
single, uniform serving size (e.g., 100 g ot
100 mL); (4) FDA develop standard
serving sizes with a petiticn process to
previde a mechanism to add or amend
the establishad serving sizes; and (5)
permit manufacturers to use dual
declaration of nutrition information on
the basis of both standard serving sizes
developed by FDA and a uniform 100 g
or 100 mL. FDA, chososing the fourth
option, proposed to establish standard
serving sizes with a petition process {or
adding to or amending them.

Of those commenting on the five
options, a large majority agreed with
FDA'’s approach. Virtually all comments
from consumers, health professionals,
and State government agencies stated
that standard serving sizes are essential
and generally supported FDA’s
proposal. Most food industry comments,
however, supported the alternative
options of maintaining the current
system of allowing manufacturers to
develop their own serving sizes or
allowing manufacturers to develop their
own serving sizes using criteria
developed by FDA.

The 1990 amendments (section
2(b}(1){B)) direct FDA to establish
standards to define serving sizes. None
of the regulatory options in the 1990
proposal except, the fourth option, the
one chosen by FDA, fulfills this legal
requirement. Therefore the alternative
options are not valid under the 1990
amendments.

To implement this requirement of the
1990 amendments, in this reproposal
FDA is proposing to establish
regulations under which manufacturers
will define the serving sizes that are
most appropriate for their products by
using the reference amounts and
procedures for determining label serving
sizes adopted by FDA. To comply with
the act with respect to serving size, FDA
developed the reference amounts to
represent the amount customarily
consumed of 131 different types of food,
covering virtually everything in the food
supply that is regulated by FDA, FDA
believes that it i3 appropriate for it to
develop these reference amounts that
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provide the hasis for serving sizes
bocaase the smount of food custon: iy
cansimed generally reflects the type of
foad v :mnsl and not wio
vorafaviured it Thus, there is no
rearan whe this ameunt should va
fren: manafacturer (o manufac fuiter,
tader this prososal, however,
manasisclurers will convert th erefuiunes
sizes in the conunan
: that are must

znd meaninghul for their

ie producis using the conversion
provizions of § 101.9(b}{2).

Several comments objected (o FILA
defenmiring serving sizes. A trade
ussociation expressed concern that
rnment- rmposed serving sizes raixe
fl(-u bility problems for the food industry
withont pm\ndmg real benefit
consumers. The association s
where fouds in @ calegory vary in
richness ani flavor, it is better to let the
fanturer select the serving si
to deciure an artificially gniform
=eyving size.

‘The agency doe“ not agree that
consumers wili not benefit from a
system that would ensure uniformity in
serving sizes declared by different
manufacturers. Consumers have
repeatedly stated the need for uniform
serving sizes, and that they perceive a
benefit to themselves from FRDA
esteblishing standard serving sizes
According to consumers, uniform
serving sizes wili, among other things,
sllow tiiem to make comparisons amaong
similar preducts.

One company commented that the
seyving size upcn which the nutrition
inferination is based should be specific
“sppropriate” to the product within
tii¢ piackage and objected to establishing
a uniform seivirg size for all produects
within a category.

FDA agrces that a serving size should
be aporopriate for the individual
product. However, it does not agree tha!
eech individual product should have its
own serving size. T‘w agﬂncy believes
that by grouping foods that heve similar
die‘,my vzage inlo one calegory, as was
done for the 1990 propesal, ar sora‘i‘ﬂv
and dpl}"')p"ldle serving cize for &l
foods within that c‘;iegorv can be
esizblished. As slated above, a
nsiszient serving size for sim
ts enables consumers to compure
itional value of foods that ase
ed mtershangedbly in the dist.
Several food industry commenis
d that FDA developed the 1846
sposal with no Input from industiy.
One company ss-.g;;ested negotiated
aking on serving sizes to reach &

SHSUS.

CGiven the conflizting views in ihe
s on the proposal, FDA deci

hus, t

awiound info s
hl-l setiold i

that it would bie helpful o receive
furibor input before reproposing the
serving size regulation, In past becou
uf the iime constraints imposed by
st amendments, however, negotiated
ruiemaking was not a practical option,
Instead, FIMA decided te haold a public
meeting on April 4, 1991, fo provide an
oppertunity for all interested parties,
including industry, to present their
views mu! supporiing data on varioug
serving size issues. Although o gonersl
cunsensus was not achieved on Im~
eral issues that were discu .
ting provided th? agency with
\uai“ able additional information that it
used in formulating this Ieprf’!posu‘i In
addition. at the rnqst* of the food
industry, FDA has me! with many
individual comynmex M discuss s
sizes (Refs. 9 through 16).

Mereover, the agency recognizes that,
in certain circumstances, negatinted
rilemaking may be a useful i(m‘ in
developing new oy amended reference
amounts. Therefore, FDA is providing in
proposed § 101.12{h)(14) that, as part of
a patition to establish or amend a
reference amount, the petitioner shall
incluzde information about the feasibility
of negotiated rulemaking.

Some comments expl%scr’ the need
for research on consuiners’
understanding and use of serving size.

FDA agrees that additional consumer
research could be useful in developing
the final regulation, The agency has
conducted both consumer focus group
anc formal consumer research on L.\,
format of the nutrition lakel, including
consumer use and understanding of
serving sizes. As menticned earlier, FIDA
will propose a label farmat regulation
that reflects these research resuits in the
near future. The agency also solicits
data cn consumers understanding and
use of serving sizes.

erving

B Definition of Serving Size

I § 101.8{b)(1) of the 1980 proposal,
FOA proposed to define “serving” or

“gserving size” {v mean the amount of

faod commonly consurmed per eaiing

occasion. Section 403;q}{1}{A}) of the

act defines serving size as an ame uni of

ff)od “gustoinarily consumed” {omphasis
added}. FDDA mte:pretq “an amoust

A

cush,r.imhy consumad” {o mean
E nt commionly consured.” W

dictionaries define “customarily” as
“usually,” and, in turn, define “usual™ as

“comimon.” The Webster's New
Dictionary of Synonyms and Rum,w 8
Interne h(m;e.«'lh(,mmus st ® 3
as a synonym for “cuslomary.,"
FDA’s interpretation of “an emoun
customarily consumed” to mcan “an
amount commonly consumed” is
consistent with the meaning of the waord

slandard
thasiand

“(..‘u:stzmmrily,"’ as defined in
zuthoritative diconaries and !

Howeaver, to make the delini
vonsistent with the une in the aot,
& 107, il, FDA is proposing m
replace the term “commoniy” in the

x..)postd df’f; itien with the lermy
“customarily” and to add a requitci
for the exprassion of serving sive i a
sramaon household measure, Thus, FIIA

rewsed proposed § 101. q“x]{ j io
“The term ‘serving’ or ‘servin
qizc mesns da amount of food
marily congumed per eating
ion h persons 4 years of age ur
vider w/uru s expressed in a coninion
kouszhold measure that is appropeiale
Lo the foud.” When the article purpuarts
or is represented (o be for infanis or fure
toddiars, @ “serving or serving size
neans an amount of food customarisy
cansumad per eating accasion by infa ;1:'5
up o 12 months of agz or by children
hrough 3 vears of age.” [The undm!mml
portion differs from the definition in the
1980 proposal.}

In § 101.9{L:)(1) of the 198C propos:],
FI3A proposed to define “portion™ {0
mean “an amount of a food customarily
used only as an ingredient in the
preparation of other feods.” This
definition is consistent with the
description in the act, Therefore, FD A is
retaining the definition of “portion” in
§ 101.9{(hj{1) of this repropousal but
modif},ing it slightly to fit the languagﬁ
of the ast. The modified cefinition reads
“* * * The lerm * pumon means an
amount ¢f a {ood that is nct typloally
expressed in a serving size, i.e., a foudd
cusiomarily used o;hy as an ingred ]
in the preparation of cther funds [e 2., Y4
cup flour or % cup tomato sauce).”

C. Definition of Single-Serving
Container

In § 101.9{L){%} of the 1968 proposal,
FDA proposed to define a single-serving
contairer as a container c\.nﬁaming 150
percant oF less of the standard serving
size and {o require that the entire
content of the package be labeled as one
serving, The agency proposed this
definition on the bazis of an informe!
survey that it conducted in the
Washington, DC area and FDA's Food
Labeling and Package Survey {Ref. 17}
These surveys suggesied that the 150
percent upper limit on single-serving
contabiers would cover almost all
packages whose contents are likely o
be consumed at & single-eating occasion.

Abeut two-thirds of the comments on
the 1990 proposal supported FDA's
definition. Several comments.
recommended a different cutoff level for
single-serving centainers however,
Some comments slated that the upper

Qe
g“‘:’.

§6H)
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limit should be lowered, e.g., to 125
percent, while another comment
suggested increasing the upper limit to
200 percent of the standard serving size.
A few commments recommendcd a range
such as 75 to 125 or 50 to 150 percent of
the standard serving. The I0M report
(Ref. 1) also recommended a range of 50
to 150 percent of the commonly
consumed unit.

The agency has learned from its own
cbservations in the marketplace and
through comments and presentations at
the public meeting on serving sizes, that
single-serving packages and containers
that are larger than 150 percent of the
preposed standard serving sizes are not
uncommen on the market and may be
increasing in number. One company, for
example, pointed cut that single-serve
buffet cans of canned fruits with pop-
tops, which contain 200 percent of the
proposed standard serving size, are
relatively new on the market but are
already extremely popular. Presenters al
the public hearing also pointed to
additional products intended for
consumption at a single-eating occasion
that exceed 150 percent of the proposed
standard serving sizes, e.g., king-size
candy bars. The agency is unable to
predict the extent to which these types
of larger single-serving preducts may
become available but notes that an
increasing number of foods are
packaged for convenience to individuals
in snacking and in eating away from
home.

Because many single-serving
packages exceed the proposed 150
percent lavel, the agency believes that it
is not appropriate to lower the cutoff
level for the definitien of a single-
serving container. Rather, in light of the
evidence of the trend to larger packages.
the agency believes that it is more
appropriate to increase the upper limit
to “less than 200 percent.” This higher
level, if adopted, will require that more
small packages be labeled as a single-
serving.

The agency is propesing to set the
upper limit at “less than 200 percent” of
the reference amount for two reasons.
First, products that contain 200 percent
of the reference amount are, by
definition, 2 servings. Thus, they are not
single servings. Second, there is a
significant question as to whether these
larger size products will usually be
consumed at a single-eating occasion by
one individual, considering that the
customarily consumed amount is cne-
half or less than the package container.
Thus, the agency believes that it would
not be accurate to require that packages
containing 200 percent or more, be
lebeled as single-serving containers.

Other concerns about the proposed
upper limit of 150 percent of the
standard serving size had to do with a
possibility that some manufacturers
might increase the size of their product
to slightly more than this limit to be able
to use a smaller standard serving size.
This change would mean that the label
information would be misleading to
consumers who usually consume the
entire amount in the container.

FDA is aware that such
misrepresentations may occur in
relation to any upper cutoff level that
the agency may propose. The agency
does nct believe that there is a ready
solution to this problem. The agency
believes thu! the solution that it is
proposing is the maost fair, because a
manufacturer who provides 200 percent
or more of the reference amount is
providing two servings of the food under
the standards that FDA is proposing.
That manufacturer is entitled tc label its
food accordingly.

Some food industries criticized the
proposal to label the total content of a
single-serving container as one serving
because it would result in different
nutritional values appearing on the
labels of the same food product,
depending upon the size of the container
in which the product is packaged. The
comments stated that consumers would
be confused seeing nutrition information
that differs on the same food.

in the notice of public meeting, the
agency requested views and data on
whether differences in the listing of the
nuiritional content of the same food
would be confusing to consumers. No
data on this issue were presented at the
meeting or in written comments,

FDA continues to believe that
nutrition information based on the entire
countent of the container for small
containers that are usually consumed at
a single-eating occasion is most
meaningful to consumers because it
reflects the nutrient content of the
quantity of food that is customarily
consumed in the circumstances.
Moreover, a large number of consumers
requested that FDA require that
nutrition information on these products
be provided for the entire contents of
the container.

Some industry comments stated that it
was unnecessary to define single-
serving containers at all. One industry
comment supported defining a single-
serving container to be whatever a
manufacturer chooses to call a single-
serving. However, consumers repeatedly
complained about multiple servings
declared on some obviously single-
serving products such as soft drinks

Therefore, FDA considers it essential o
define single-serving containers.

One industry comment addresse« the
question of how to define single-serving
containers using criteria not related to
an amount consumed, e.g.. whether the
package is recloseable.

FDA does not believe such criteria
would be practical or meaningful. With
the introduction of the recloseable
plastic bag and other type of closures,
any container can be made recloseable
regardless of the package size.

Comments suggested that FDA
establish a lower cutoff level, or that it
allow a smaller amount, such as 50 to 75
percent of the standard serving size to
be labeled as a half serving. These
comments were based on concerns
about the possibility that serving sizes
could be manipulated in a way that
would result in the abuse of adjectival
descriptors like “low sodium.” Many
consumers and health professionals who
commented on single serving containers
expressed concerns about such abuse.

In § 101.12(g), FDA is proposing that
both the serving size declared on the
label and the reference amount be used
in determining whether a food meets the
definition for an adjectival descriptor.
Use of both the label serving size and
the reference amount will prevent a
single-serving container from qualifying
for the descriptor based on package size
alone. Also, elsewhere in this issue of
the Federal Register, FDA is proposing
regulations for adjectival descriptors

that the agency believes will also
prevent abuses in their use. Therefore,
at this time, FDA does not consider it
necessary to define a lower limit for
single-serving containers. If a lower limit
becomes necessary for reasons other
than concern about adjectival
descriptors, the agency will reconsider
this issue.

Based on all of the information
presented to the agency, FDA believes
that: (1) Single-serving containers should
be defined, (2) it is desirable to increase
the upper limit, and (3) there is no basis
to establish a lower limit at this time,
Therefore, in § 101.9(b)(6) of this
reproposal, FDA is proposing to require
that manufacturers declare that there i3
a single-serving in a container or
package that contains less than 200
percent of the reference amount
proposed in § 101.12(b), and that they
declare nutrition information based on
the total content of the container.

A few industry comments stated that
there should be no upper limit on single-
serving containers.

The agency would not consider it
appropriate to label a very large
<ontainer, e.g., a half gallon of ice
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sreany, #s @ single-serving containec
Pewever, to provide flexibilily, in
¢ ini9th s} of this reproposal, the
srenny is proposing to sllow the
mnufactures to declare a single-so
o retatively small containers contab
200 percant or more of the reference
amount if the entire conten! of the
container can be cxpectad, reaser
to be consunmad af a single-eating
o The detormination for
reasonablepess should be based on foad
wnsumption data under achual
conditivns of use. Manufacturers shouvld
be prupared to provide the agency with
the data that supports the single-serving
clsine upon request. The agency is aware
that this allowance has a polential for
sisuse. The agency intends to consides
regulatury action for miguse of this
allowance.

FDA requests comments 0a the now
uppear limit for s ngle serving containers
and on whether it is reasonable to allow
the manufacturer to determine the
single-serving status above that level.

Pviry

D. Proposed Reference Amounts for
Serving Sizes
1. Introduction

I § 101.12{b} of the 1890 propusal,
FDA propesed standard serving sizes for
159 product categories that were
primarily based on the amount
cotamaonly consuined by the relevant
population (i.e., persons 4 or more years
of age, infants, or toddlers) as reported
in the 1977-1978 Nationwide Food
Consumption Survey (NFCS} conducted
by USDA, The proposed standard
serving sizes were generally expressad
in U.S. units.

The 1995 anendments require that
P24 esiablish standards to define
serving size {section 2{(b}(1)(B) of the
1990 amendmentis]. To implement this

cquirement, FDA is proposing to
establish procedures under which
manufacturers would derive the

wppropriate serving size from the
reference amounis in § 101.12(b}, instead
of eqtahlibhinp specific serving sizes.

Before discussing the refPrence
arounts and the other procedures for

determining serving size, FDA wishes to
respond to u;mments that it received on
the methodology that should be used in
deler n.,ining serving sizes.

1. Ahout two-thirds of the comments
on the 1990 proposal, that addressed the
methodelogy question agreed with
FDA’s approach of using food
consumption data. The other comments
suggested that other or additional
sources be used, such as longstanding
industry serving sizes, serving sizes
currently in use, the serving sizes in
dietary guidance or educational

saterials, dinbetic food exshange Liste
and USDA Handboeok number 72,
entitled “Nutritive Value of Fueds.”

Discussion af the public mecting
fucused lurgely on thig fssue. Two
congumer (\rganiz:\‘iinns supporte:d
F2A's use of food consumption dat
the basis for establishing serving st
Our organizalion stated that the 1890
amendmaonts requive the use of ooly fund
consemption data in establishing
serving sizes. However, moest other
presenlers stated that, in sddition te
fnad consumption data, other
information such as those listed abuve,
should be used 3 supplementary
sources for delormining serving siz
putrition labeling purposes,

Section 403{q)(1){ANI) of the act has
the effect of requiring the use of food
consuimption data as the primary bhasis
for the serving size determination. FDA
Lelicves that without such date, it is
impossible to determine the amount of
food that is customarily consumed.
However, FDA believes that ather
information related to serving size can
be useful, particelarly when food
consumplion data are inadequste. The
agency used several additional snurces
of information in arriving at the
refecrence amounts proposed in
§ 101.12(b). These additional sources,
and when and how they were used, are
described in sections IV.13.3.c. and
IV.D.3.d. of this document.

With regard to longstanding industry
serving sizes, in the February 26, 1991
notize for the public meeting, FDA
requested comments and supporting
data on the definition of “longstanding”
serving size. One comment stated that
longstanding serving size should include
serving sizes used before 1973, as &
minimum, and presented three examples
of serving size used before that date.

Since it had no established definjtion
or sufficient data to define longstanding
serving sizes, the agency tack into
consideration all serving sizes suggested
in comments regardioss of their history
oi use and serving sizes currently on
product labels in arriving at the
reference amounts (Ref. 2j,

FDA does not consider the diabetic
exchange lists to be an appropriate
source to use in determining serving size
under the act for seversl reasons.
Serving sizes contained in the diabetic
exchange lists are tailored so that each
food choice within an individual
exchange list will provide similar
amounts of calories, protein,
carbohydrate, and fat (Ref. 5). Therefore,
the driving force in determining the
serving size for the exchange lists is
calorie content and content of energy-
producing macronutrients, not an
amount of food customarily consumed

as vequirad by the act. Conseque
m:m“y (& if!(‘,ll”.l Iospe (,Zil(, servit 18 Slx‘” any
given for individeal foods that bele g {0
the same category. Foi exampde, severs]
SOFVIng ¢ are given for frowen

- cnp for sherbet, Vo cap for
7240 yn-‘w 1, and Y cup for joe cream.
Algo, the serving size for some foads i
very stnall, e.g., one-half English moffin,
which does not regresent an ayoogun!
customarily consimed by the g
p(vpufaifxm"‘ i additon, FDA does not
beliove that seeving sizes designedio
meet a gpecial dietivy need of 1
sulipopulation that bas a un
pmbivm are appropriaiz o vse s
serving sizes fé‘r the nutrition s beling of
products for the geneial popolation.

FIDA does not consider the sarvivs
sizes in any USDA Handbooks,
including mumber 72, to be an
appropriate source given the defutition
of “serving size” in the act. Because
these Handbooks are not intended to
reflect “amount customarily consumed,”
the serving sizes in them are not based
on foed censumption data and are not
necessarily representative of an amount
customarily consumed. In addition,
these handiooks list & limited rumber of

the prepared and packaged foods {e.g.,
rozen entrees) that are subject to
mandatnry putriticn labeling.

2. Some industry comments contendaed
that many currently usad serving sizes
have been used for wany years and ars
familiar to consumers, and therefurs
thist changing them could be confusing,

The act defines serving size as an
amount cusi@ma"ihj consumad, Thus,
the primary basis {or serving size must
be consumption data. not current
labeling practices. Furthermore, a
professional nutrition assosiation
commented that its members have
reporfed that conswmers are generally
unaware of the serving sizes thut ars
used by industry. At the public maeting,
4 consumer ()vgani:'a'inp p:‘mﬂ)n%ezd
similar data from ite own infoermal
survey. Based on this informaiion, the
agency does not belinve that it would ba
confusing to consumers to maxs changes
in cur reniiy used serving sizes,

3. Industry comments alsa stated ﬂaa
some of the serving sizes in current s
were established cooperatively w eéh
FDA.

The sgency ackaowiedges thy
sbsence of & formal regu mtmn and upon
the request of different segmenis of the
food industry, it has provided advisory
opiniong on serving size on a food-hy-
foed hasis. These advisory opinions
have not gone through rulemaking
procedures. FDA is now required by law
to develop a serving size regulation for
all food products based on an amount
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that is customarily consumed. Therefore,
the proposed reference amounts listed in
§ 101.12(b}, and the label serving sizes
derived under the procedures proposed
in this document, will supersede all
advisory opinions previously given to
the industry.

4, Some industry comments objected
to the use of only food consumption datg
in determining serving sizes on the basis
that: :

{1) Feod consumption data have
known inaccuracies;

{2) The amount per eating occasion
doees not reflect the multiple servings or
“helpings” that may be consumed at a
single-eating occasion;

{3) The data used for the proposal
were more than a decade old and eating
habits may have changed; and

{4) Food consumption data are not the
recommended amounts in terms of diet
and health. Some nonindustry comments
also supported the use of more recent
data such as data from 1987-1988 NFCS,

FDA acknowledges that the 1987-1988
NFCS data may have inaccuracies (e.g..
underreporting of intakes) as food
consumption surveys usually do.
However, food consumption survey
data, such as NFCS, provide objective
estimates of amounts of food
customarily consumed. The NFCS is
nationally representative and represcnts
the most comprehensive data on food
consumption practices of the U.S.
population that are available to the
agency. In using the food consumption
data, the agency sought to ensure that
the amount reported was reasonable
(see section IV.D.3.d. of this documentj.
As for multiple helpings or servings, it is
very likely that scme people reported
amounts that represented multiple
helpings or servings because the total
reported by such people represents the
amount that they customarily consume
at a single eating occasion.

Since the 1990 proposal was
published, USDA has released the final
data tape for the 19871988 NFCS, FDA
analyzed this new survey data in
developing the proposed reference
amounts, as discussed in section
IV.D.3.a. of this document.

The argument that serving sizes
should be recommended amounts in
terms of diet and health is not consistent
with the requirement of the act. The act
defines serving size as “an amount
customarily consumed” and not an
amount recommended to promote
health.

5. Several comments on how to
calculate customarily or commonly
consumed amounts included suggestions
for: (1) the use of the median instead of
the mean because mean is more likely
influenced by outlier values than the

median, {2) the use of the mode (that is.
the most frequently consumed amount).
{3) inclusion of the sample size in the
criteria, (4) consideration of the
demographics of “key” consumers and
svoidance of data skewed by
nonprimary users, and (5) the use of the
lowest common denominator in
household measures for a product {e.g., 1
oz for cheese, one slice for bread).

{n determining the standard serving
sizes proposed cn July 19, 1990, FDA
used the amount contsumed per eating
occasion (hereinafter referred to as
“consumed serving size (CSS)”) by an
individual as the basis for serving size.
To estimate the amount commonly
consumed by a population group, the
agency used both the mean and the
median CSS for the group, with the
mean as the driving force and the
median as a guide in rounding the value
to a meaningful household measure. For
example, if the mean was 2.3 oz and the
median was 1.6 oz, the agency rounded
the mean down to 2 oz rather than up to
2.5 oz. FDA believes that both the mean
and the median CSS are valid values for
determining the customarily consumed
amount, and that the exclusion of one or
the other is not desirable.

Regarding the suggestion for use of the
mode, FDA performed additional data
analysis for this reproposal to include
the mode. The mode was not useful,
however, as the sole criterion for
determining the reference amount
because most food groups had two or
more modes, and there usually was no
obvious or rational basis to choose one
over the other. However, the mode did
provide additional guidance in
determining the reference amount. The
agency also took the sample size into
consideration in developing the
reference amounts, as discussed in
secticns 1V.D.3.d. of this document.

Concerning the suggestion to consider
the demographics of “key” consumers
and avoidance of data skewed by
nonprimary users, the NFCS survey
design took into consideration the
demographics of all users, and “key”
users usually determine the customarily
consumed amounts {i.e., mean, median,
and modal CSS values). The mean is
influenced by outliers, but this influence
is lessened as sample size increases.
The consideration of sample size, and.
the median and modal CSS values,
which are less influenced by the outliers
or skewed data, further improved the
determination of the reference amounts
in this reproposal.

Finally, with respect to the suggested
use of the lowest common denominator,

in light of the requirement of the act that

serving size be the amount customarily
consumed, FDA does not believe that

use of the lowest common dencminator
is legally allowable except when it
represents the customarily consumed
amount.

6. Another industry comment stated
that a weighted average is not
appropriate for determining serving size
hecause there are too many varieties of
a product/food item.

FDA i3 well aware of the large variety
of food products in the marketplace.
One reason why the agency could not
establish serving sizes for a limited
number of broad categories as
recommended by the IOM report is the
large variety of food products {see
section 1L A. of this document).
Consequently, the agency performed
extensive data analysis to ensure that
orly foods similar in dietary usage and
consumption size were included in a
proposed product category. FDA
continues to believe thal a reasonable
reference amount can be established for
all product categories by grouping foods
that are similar in dietary usage and
consumption size.

7. Several oral presentations at the
public meeting and written comments
that FDA received in response to the
meeting notice stated that the amount
“gustomarily consumed"” is highly
variable and is related to a number of
factors such as the age and sex of the
individual. Some industry comments
stated that the amount of food
customarily or typically consumed is
also affected by such factors as how a
food is packaged and positioned in the
marketplace {e.g., as a snack or entree).
and that the average consumed amount
is difficult to define for many food
products because of their many uses and
varying consumption at different times
of day.

FDA acknowledges that the high
variability among individuals in the
amounts that are customarily consumed
may reduce the value of a reference
quantity to any one individual who is
not consuming servings of foods that are
approximately the size of that reference
quantity. Therefore, FDA is also
proposing to permit manufacturers to
present nutrient values based on a
uniform unit {e.g., 100 g or 1 oz}, in
addition to the declaration of nutrients
on the basis of a serving. Such
presentations may, in some
circumstances, facilitate comparisons of
different kinds of the same food.
Furthermore, such presentations may
also facilitate comparisons of foods
belonging to different food groups.

In addition to the variability among
individuals, FDA recognizes that the
diverse nature of food products also
complicates the process for determining
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reference amounts. However, national
food consumption surveys, including
USDA’s NFCS, have many factors built
into the survey design that make it
possible to estimate fuod consumption
patterns representative of the U.S.
population. Sample persons in the
survey are selected by statistical
precedures that ensure representation of
all ages, both sexes, and other
demographic and socio-economic
characteristics of the U.S. population.
Dietary intake information is coilected
throughout the day so as to cover many
different uses (e.g., as snacks vs.
entrees) and varying consumption at
different times of day (e.g., breakfast vs.
dirner). Therefore, many concerns
raised in the comments are addressed
by the design of the NFCS survey.

The agency is willing to consider any
data that ey give a better estimate of
an amouri customarily consumed for a
specific product category. Although FDA
received some data in the comments,
these data were unacceptable for
various reasons. For example, the
estimates were not representative of the
focd consumption practices of the
relevant population group; the data were
inappropriate because of flaws in the
study design; or there was poor
documentation of the methodology. In
section K (Petition Process), the agency
is proposing general guidelines on how
to conduct a survey and to collect data

recuest for Change ina

tn cunnnrt o
W SuppUlit a 1eyulot iU

proposed reference ameunt or to
establish a reference amount for a
subcategory of food or a product
category not covered by this reproposal,

FDA is well aware of the fact that an
amount of food customarily consumed is
highly variable among people who differ
by age, sex, body build, life style, and
other attributes. The agency wishes to
make it clear that it is not trying to
estimate accurately serving sizes that
apply to any particular individual. As
peinted out in the 1990 proposal, neither
the reference amount nor the serving
size declared on the product label are to
be interpreted as recommended amounts
for consumption. Rather, given the
particular product category, the
reference amount, which may be

nodified somewhat as the serving size
on the product label because of the size
and shape of the product, represents the
amount of that type of feed that is
customarily consumed by persons in a
particular population group (e.g., by all
persons 4 years of age or older).

8. One of the general principles that
FDA followed in arriving at the standard
serving sizes in the 1990 proposal was
that a serving size should be based on
only the edible portion of food, and not

bone, sced, shell, or other inedible
componenis. The National Fisheries
Institute commented that serving sizes
for fish cannot always be based on
edible weight because bones cannot be
separated from flesh.

FDA believes that the [isk industry
should be able to estimate the edible
portion of the fish from its own data or
other standard statistical data that
provide percent refuse information, e.g.,
USDA Handbook Ne. 102 entitled “Food
Yields Summarized by Different Stages
of Preparation” (Rel. 18).

8. Some comments that agreed with
the use of foed consurzption data
expressed reservations about some
specific agpacis of the 1990 proposal.
The Association of Siate and Territorial
Officials stated that the basis for serving
sizes should be the average amount
consuined by an eduit. A few healt
professicnals commented that it was
unrealistic to calculate aversge amounis
from food consumption data that include
all persons 4 years of age and clder
because of the large differences in the
amount of food eaten.

FDA proposed two sets of standard
serving sizes in the 199G propesal, one
for infant and toddler foods and one for
the general food supply. Infant and
toddler foods were presented separately
because these foods diifer from the
general food supply in that they are
specially processed for consumption by

3 € v i
infants or by very young children.

Children 4 years of age and older
generally eat from the same food supply
as the rest of the family.

FDA acknowledges that there are
large differences in the amounts
consumed amoeng persons 4 years of age
or older. Having several sets of serving
sizes for different age subgroups cf the
general population category would
likely produce serving sizes more
realistic for each subgroup. However,
several columns of nutrition
information, cne for each age
subcategory, would be required on the
labels of many products. These
additional columns would be
unreascnable and impractical. As
pointed out earlier, neither the reference
amount nor the serving size declared on
the preduct label are amounts
recommended for consumption. They
represent reasonable quantities of foods
for declaring nutritional values.
Accordingly, FDA is proposing one set
of reference amounts for all persons 4 or
more years of age.

10. A baby food manufacturer
commented that the amount customarily
consumed is not appropriate for foods
intended for infants and children
because their intakes vary markedly,

and mothers could interpret the scrving
size as a recommended amount.

FDA believes that this comment
misunderstends the purpose of a serving
size. The serving size declared on the
product label is not an amount
recoramended fer consumption. It is, by
statute, the amount customarily
consumed.

FDA believes that this type of
misunderstanding can best be addressed
through public education. The agency's
promulgation of nutrition labeling
regulations will be followed by a
ceasumer education program {o assist
consumers in using the nuairition
information on the label.

The company suggested using the jar
(i.e., the entire content of the jar) as the
serving size. The act requires serving
size to be the amount customarily
consuined and, therefore, jar size canzot
be used as the basis for determining the
reference ameunt which, in turn,
determines the label serving size, unless
the jar size agrees with the customarily
consumed amount. The reference
amounts for baby foods in § 161.12(b)
are the amounts customarily consumed
by infants, from which the
manufacturers are to determine the label
serving size for their products. Because
most small jars currently in the
marketplace meet the definition for
single-serving containers, nufrition
information for most baby foods would
be provided on a per jar basis. However,
an increasing number of multi-serving
containers of baby foods are entering
the market. The label serving size based
on the reference amount enables
nutritional comparison of these
products.

11. One industry comment cn the 1999
proposal stated that, because FDA
selected foods having a high frequency
of consumption to represent the
category instead of using ail foods
appropriate for the category, the agency
results were incorrect. The company
further claimed that FDA’s
misclassification of the pourable salad
dressings categery led the agency to
inappropriately set the serving size for
pourable salad dressings at 2
tablespoens rather than 1 tablespoon.
The company submitted results of its
own analysis which supported 1
tablespoon.

FDA reexamined its original food
selection scheme and repeated the data
analysis using all foods relevant for the
category. The results reaffirmed the
appropriateness of the original foed
selection strategy and the accuracy of
the results published in the 1990
proposal (Ref. 19).
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12. A government agency commented
that some product categories were not
sufficiently descriptive, making it
difficult to make proper categorization
of products. A few industry comments
stated that they had difficulty in
identifying the product category in
which their products belong and
requested additional categories.
Products cited in the comments were
fish sticks and sandwiches.

Fish sticks are included in the
caiegory of “Fish, shellfish, and meat or
poultry substitutes: entrees {cooked)
without sauce” (renamed in this
reproposal as “Fish, Shellfish, and Meat
or Poultry Substitutes: Entrees without
sauce”). In the 1990 proposal,
sandwiches were included in the
category of “‘Meal type trays: Lunch or
dinner trays, Sandwich.” For this
reproposal, sandwiches are included in
the category of “Mixed dishes: Not
measurable with cup * * *.”

To help manufacturers and others to
identify the category in which their
specific products fit, the agency has
provided an extensive list of products
for each product category (Ref. 20). FDA
has also modified the names of some
product categories to be more
descriptive. .

13. A few industry comments stated
that there should be two serving sizes
for some foods (e.g., rice), one for its use
as a side dish and one for its use as an
entree.

FDA rejects this suggestion for three
reasons. First, one of the uses of the
reference amount is to determine the
appropriateness of nutrient content and
health claims made for food products.
Such a determination cannot be made
on two or more different bases (i.e.,
standards), e.g., a smaller reference
amount to evaluate a claim for a side
dish and a larger referance amount to
evaluate a similar claim on a similar
product labeled as an entree.

Secondly, there is no assurance that a
preduct labeled as a side dish will not
be consumed as an entree, and vice
versa, Thirdly, FDA does not believe
that this suggestion is in the best interest
of the consumers. Two reference
amounts will interfere with the goal that
there be uniformity among serving sizes
declared on similar products by
different manufacturers.
~ The agency would not object,
however, to manufacturers providing a
second column of nutrition information
based on an alternative serving size as a
side dish or as an entree. However, the
agency wants to make it clear that it
will use the reference amount to
evaluate whether the product meets
FDA standards for any ciaim made for
the product.

14. A consumer organization pointed
out that a manufacturer of liquid cream
substitutes uses 1 tablespoon as the
serving size for nutrition labeling but
promotes the product for use with
breakfast cereal. Because the amount of
the cream substitute consumed with the
breakfast cereal is much larger (e.g., 1/2
cup or 8 tablespoons) than when used as
a coffee whitener, the nutrition
information based on 1 tablespoon is
misleading to consumers who use the
product with breakfast cereals.

FDA agrees with the comment that
nutrition information based on 1
tablespoon, which is the customarily
consumed amount of this food, is
misleading to consumers who use the
product with breakfast cereals as
suggested by the manufacturer. This
type of promotion can happen to any
product. To prevent such misleading
labeling, in § 101.9(b)(11) of this
reproposal, FDA is proposing that if a
product is promoted on the label,
labeling, or advertising for a use that
differs in quantity by twofold or greater
from the use upon which the reference
amount in § 101.12(b} is based {e.g.,
liquid cream substitutes promoted for
use with breakfast cereals), the
manufacturer must provide a second
column of nutrition information based
on the amount customarily consumed in
the promoted use, in addition to the
nutrition information per serving derived
from the reference amount in § 101.12(b).

15. An industry comment pointed out
that portion size varies greatly for all
foods used as ingredients.

FDA acknowledges that ingredient
usage of a food varies widely depending
on the recipe, and food consumption
surveys do not usually provide
information useful for determining
portion size. When survey data were not
available, FDA used various alternative
approaches to estimate the portion sizes
in the 1890 proposal such as the portion
size for flour. FDA used similar methods
in determining the reference amounts for
portion sizes in this reproposal. The
technical report on this reproposal (Ref.
2) documents the basis for each portion
size proposed.

18. A manufacturer of “cooking sauce”
e.g., soy sauce, teriyaki sauce) suggesied
using the average amount used in
recipes to determine a portion size of
cooking sauce.

Some “‘cooking sauces” (e.g., soy
sauce) are used both in the form as
purchased and as an ingredient of cther
foods. As discussed above, ingredient
usage varies widely depending on the
recipe and there is no easy way to
determine the customarily consumed
amount of these sauces using recipes.
NFCS does provide some estimates of

the consumed serving size of these
sauces in the form purchased. Therefore,
the NFCS data are the best information
available, and FDA used them to
determine the reference amount for the
“cooking sauces.”

2, General Principles Considered in
Developing Reference Amounts

The act defines serving size as the
amount customarily consumed which is
expressed in a common household
measure that is appropriate to the food.
Although the amount customarily
consumed is similar in weight or
volume, in many instances, the
customarily consumed amounts in
household measures differ for different
products within the same category
because they come in different shapes
and sizes. For example, food
consumption data show that the amount
customarily consumed for vegetables
without sauce is about 85 g. A common
household measure for this amount of
green peas and cut corn would be about
1/2 cup, whereas many other vegetables
come in the form that cannot be
measured with a cup, e.g., brussels
sprouts and broccoli spears. A common
household measure appropriate for the
latter vegetables would be pieces or oz.
Because there is no uniform household
measure that can be used for vegetables,
the most reasonable approach for this
type of food is to establish the reference
amount in g and to let the manufacturers
determine the label serving size in a
common househcld measure that is most
appropriate to their specific products.

FDA, therefore, decided to propose
reference amounts that represent the
amount customarily consumied of the
products within the category, which
manufacturers can use as the guide to
determine the label serving size in
common household measures that are
most appropriate for their specific
products. To determine the reference
amount of food, FDA used the general
principles and procedures described in
this and following sections. The general
principles, which are reflected in
proposed § 101.12(a), are:

a. The reference amount represents
the amount of food that is customarily
consumed per eating occasion by the
relevant (targetj population group as
determined by data from an appropriate
national foed consumption survey. This
principle links the reference amount,
and thus the label serving size, to food
consumption data as required by the act.

b. An appropriate food consumpticn
survey is one that includes a large
sample size representative of the
demographic and socio-economic
characteristics of the target population

i
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group for which the food is intended and
that is basad on consumption data under
actual conditions of use. Use of such a
survey will ensure that the customarily
consumed amount determined is &
reliable estimate that is representative
of all sectors of the U.S. population that
consume the food and that reflects the
antount that they actually consume.

c. Three target population groups,
infants, toddlers, and ihe general
population are relevaxt for estimating
customarily consumed amocurts of food.
In another technical supporting proposal
published in the Federal Register of July
18, 1699, entitled “Food Labeling:
Referepnce Daily Intakes and Daily
Reference Values” (55 FR 29476), FDA
identified five age groups for putrition
labeling purposes. The five groups are
infants, toddlers, pregnant, lactating,
and the general populatien greup. The
agency is not aware of any foods in the
food supply which are specially
processed for use by pregnant or
lactating women. Therefore, customarily
consumed amounts will be estimated
only for three age groups: foods
intended for the general population, i.e.,
persons 4 years of age or older; foods
specifically formulated or processed for
use by infants up to 12 months of age;
and foods specially formulated or
processed for use by toddlers 1 through
3 years of age.

d. To determine the reference amount,
all three statistical estimates that
represent an amount customarily
coasumed, the mean (i.e., average), the
median (i.e., 50th percentile value), and
the mode (i.e., most frequently
consumed amocunt) of the consumed
amount per eating occasion should be
considered.

e. In addition to food consumption
data, other relevant information on
serving sizes of food, such as that listed
below in section IV.D.3.c. of this
document, should be taken into
censideration, particularly when survey
data are insufficient to give a reliable
estimate of the amount customarily
consumed.

f. The reference amount and, in turn,
the serving size declared on the product
label must be based on the edible
portion of the food because the inedible
parts, such as bone, seed, shell, or rind,
are not consumed and thus do not
contribute to the nutritional value of the
food.

g. Many foods are consumed both as a
serving (i.e., in the form as purchased]
and as a portion (i.e., as an ingredient of
other foods). For example, butter and
margarine are consumed in the form as
purchased and as ingredients of foods
such as cookies and cakes. Because the
amount of such foods used as an

ingredient (i.e., portion size) varies from
recipe to recipe, and there usually is ro
easy way to determine the amount
customarily consumed using recipes. the
most reasonable approach for
estimating the reference amount for
these fcods is to base it on the amount
customarily consumed in the form
purchased.

h. The reference amount must reflect
the major dietary use of the food when
this information is available because the
major usege determines the customarily
consumed amount. For example, milk
may be used as a beverage or as a liquid
to add to coffee or cerzal. Because the
major usage of milk is as a beverage, the
reference amount for milk must reflect
the amount consumed as a beverage.

i. The reference amount must be
uniform {or focds that are similar in
dietary usage, product characteristics.
and customarily consumed amount. For
example, chips and other similar snacks
(e.g., pretzels and extruded snacks) must
have the same reference amount
because these foods are consumed in
similar manner, are used
interchangeably in the diet, and have
similar customarily consumed amounts.
Uniformity in reference amounts for
similar products will enable consumers
to make nutritional comparisons of
these products.

3. Determination of Reference Amounts
for Serving Sizes

This section describes the detailed
procedures that FDA used to apply the
general principles described above in
determining the reference amounts.

a. Selection of food consumption data
base. FDA needed a food consumption
data base that contained individual food
intake data representative of the foed
consumption practices of the three age
groups of interest. In determining
“standard serving sizes” for the 1990
proposal, FDA chose, from the several
national food consumption survey data
bases then available, USDA's 1977-1978
NFCS (Refs. 21 through 24). FDA did so
because this data base contained: (1)
The largest number of persons, 30,777;
(2) data on 3~day dietary intakes; and
(3} data for all ages. Data from more
recent naticnwide food consumption
survevs (e.g., the NFCS conducted by
USD .4 in 1287-1988 and the third
National Health and Nutrition
Examinaticn Survey (NHANES IIf}
conducted by the Department of Haalth
and Human Services) were not
available. Since the 1990 proposal was
published, USDA released the final data
tape for the 1987-158%8 NFCS (Ref. 25).
Dietary intake data from NHANES 11
are not yet available.

FDA used the 1837-1988 NFCS ¢s «
source of food consumption data
representative of more recent food
consumption practices of the three age
groups identified for nutrition labeling
purpeses. This new survey, hawever,
had an unusually low response rate
(Refs. 26 and 27). If the 1987-1988 NFCS
had a higher response rate, the new
survey data would have been preferalide
to the 1677-1978 NFCS data for
determining the reference amounts of
food becaussz of its recency. However,
the low response rate limited the use of
the new WFCS data base because there
is no wzy to know if respondents and
nonrespondents behave in the same
way. If the consumption behavior of
nonrespendeants is different than that of
respondents, the results of the 18871983
NFCS are not represeuatative of the
amount customarily consumed of all
ugers in the relevant population group.

Therefore, FDA used both the 1977~
1978 and 1987-1988 survey data in
developing the reference amounts.
When the results from the 1987-1988
NFCS suggested a change in food
consumption practices since the 1977-
1978 NFCS (e.g., consumption increased
or decreased substantially), FDA used
other recent USDA data that did not
have a response rate problem, namely,
the 1985 and 1986 Continuing Surveys of
Food Intakes by Individuals (CSFII's)
(Refs. 28 and 29} to confirm the trend
change. As discussed in the technical
report prepared in support of the 1990
propesal (Ref. 17), the CSFII could not
be used as the data base for determining
customarily consumed amounts of food
because it included neither the infant
population nor the whole population of
persons 4 years of age or older.
However, it is an appropriate data base
for the limited purpose that FDA used it.
If the validity of the trend was
supported by the CSFII data, FDA used
the 1987-1988 NFCS data. Such a
validity check to corfirm the trend
change observed in the 16587-1988 NFCS
was recommended by an expert ad hoc
committee that evaluated impact of
nonresponse in the 1987-1988 NFCS
(Ref. 286).

b. Determination of the product
categortes. This section provides a
detailed description of how FDA applied
the general principles outlined above to
develop the 131 product categories.

i. Step 1. ¥DA started out with the 9
major food groups used by the USDA for
the NFCS (Ref. 2). The 9 groups are milk
and milk products; meat, poultry, fish,
and mixtures containing these products;
eggs. mixtures with eggs, and egg
substitutes; dry legumes, nuts, and
seeds; grain products; fruits; vegetables;
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{ats, oils, and salad dressings; and
sugars, sweets, and beverages.

FDA further divided the foods within
each of these major food groups into
smaller groups by product class. For
example, it divided milk and milk
products into such groups as milks,
cheeses, and ice creams. The agency
then further divided foods within each
of these product classes into subgroups
according to dietary usage and other
characteristics that were likely to affact
the levels of consumption of foods
within the product class. For example,
FDA divided cream and cream
substitutes into two subgroups, fluid
forms and powdered forms; and pickies
into 5 subgroups: dill pickles, scur
pickles, sweet pickles, relishes, and
olives. The agency grouped the foods in
this way to assure that only those foods
that were likely to have similar levels of
consumption were included in the finai
foed group used to determine the
amount customarily consumed. The
resultant food groups represented the
preliminary product categories.

USDA’'s major food grouping system
classified foeds by the major ingredients
of the food. Thus, under this system
some foods that belong to the same
product category, like soups, are not
listed together but rather are separated
into several major food groups
depending on the major ingredients. For
example, meat, poultry, or seafood-
based soups are included in the meat,
pouliry, and fish group. Split pea soup is
included in the dry legumes, nuts, and
seeds group; grain-based soups are
included in the grain products group;
and vegetable soups are included in the
vegetable group. In identifying
preliminary product categories, FDA
grouped all soups into one category.

ii. Step 2. FDA further refined the
preliminary product categories by
selecting foods available in the
marketplace to represent the category.
This selection was necessary because
the NFCS lists foods on an as consumead
basis, and thus, many focds that are not
available in the marketplace are on the
list. For example, breads are listed both
in toasted and untoasted forms. FDA did
not use toasted breads for the CSS
analysis because this form is not
available in the marketplace. In
addition, when incomplete information
was obtained from survey respondents,
foods in the NFCS data base were often
described as *“not further specified
{NFS)asto* * *." When these NFS
foods were likely to contain foods that
may differ in consumed serving size,
FDA excluded them from the CSS
analysis. For example, “salad dressing,
not further specified” (food code 831~

0016} was not used to estimate the CSS
value for pourable dressings (e.g..
French dressing, Italian dressing) or for
nonpourable dressings {e.g..
maycnnaise) because this {cod code is
likely to contain both pourable and
nonpourable dressings which may differ
in consumed serving size,

ili. Step 3. FDA deiermined the mean,
median, and modal CSS per eating
occasion for each preliminary product
category (see Ref. 2 for more detailed
description and data).

iv. Sfep 4. The survey data expressad
the amount of food consumed in g.
Therefore, FDA converted the g weight
of the mean, median, and modal CS€
values determined in step 3 to measures
that are more meaningful for nutrition
labeling purposes, i.e., to household
measures such as oz, fl oz, cups,
tablespoons, and teaspoons. The agency
used the gram-to-household measure,
described in USDA’s manuals showing
the relationship for the common
measure and g weight {Refs. 30 and 31},
to convert g weights to household
measures. This conversion of the g
weight to household measures was done
to ensure that foods similar in CSS
values in household measures are
grouped together and that the reference
amounts derived from the survey data
are meaningful in household measures,
which are the label serving size units
required by the act. For example, the
median CSS value for mixed dishes
without sauce appears to be much lower
than that for mixed dishes with sauce in
g weight (157 g vs. 249 g}, giving a false
impression that the two products have
different CSS values. However, when
converted to a cup measure, which is the
common household measure for these
products, the CSS values for the two
products are more uniform (0.9 vs. 1.1
cup). This similarity reflects the fact that
while the g weight of 1 cup of mixed
dishes without sauce is much lower
{about 150 to 200 g) than the g weight of
1 cup of mixed dishes with sauce (about
220 to 250 g), they are consumed in
similar amounts in terms of volume.
Therefore, expressing CSS values in
household measures showed clearly that
the same reference amount applies to
both mixed dishes with and without
sauce.

In converting the g weight to the
household measure for the purpose of
developing reference amounts, the
agency used the following general
criteria in determining whether weight
or volumetric measures should be used:
It used volumetric measures: {1) for
beverages (in fl oz) and (2) if all foods in
the food group are usually measured on
a volume basis by consumers, e.g.,

honey, syrups, preserves, and salad
dressings. It used weight measures: {1} if
foods in the food group are usually not
measured on a volume basis or are in
distinct units, e.g., fish. muffins and
pizzas; or (2) if some feods in the group
are often measured by weight, but
others are measured by volume [e.g., for
fruits and vegetables, small berries and
green peas may be measured by volume
{cup). but many whole fruits and
vegetables {e.g., broceoli spears)
cannotl).

v. Step 5. FDA collapsed the product
categories further to combine product
categories that had similar distary usage
or CSS values in household measures to
reduce the number of product
categories. For example. mayonnaise,
sandwich spread, and mayonnaise-type
dressings, in the fats and oils category.,
had similar CSS values, and thus FDA
combined them into one product
category.

vi. Step 6. Because food consumption
surveys report amounts of foods as
consumed, many foods that are
primarily used as ingredients (e.g., flour,
pie crust) were not on the NFCS food
list. FDA added categories for these and
a few other products that were not
reported in the NFCS but that were
identified through comments and
informal checking of the products
available in the Washington, DC
metropolitan area to the preliminary
category list. The resulting list of
product categories represented the final
product categories.

c. “Other information” related to
serving size. To respond to
recommendations in the IOM repert and
to comments requesting the use of other
relevant information in addition to food
consumpticn data and to promocte
international harmonization, in addition
to the food consumpticon data, FDA used
the following information in developing
the proposed reference amounts in
§ 101.12(b).

i, Serving sizes recommended by
dietary guidance recommendations and
other authoritative systems or
organizations (Refs. 3 through 8).

ii. Serving sizes recommended in
comments on the 1990 proposal and in
response to the notice of public meeting.

iii. Serving sizes currently used by
manufacturers {e.g.. product labels) and
grocers {e.g., major supermarket chainsj.

iv. Serving sizes used by other
countries (e.g., Canada).

d. Procedure for determining
reference amounts. To determine the
reference amounts that are proposed,
FDA examined both the survey data
{CSS values) obtained by the procedures
described in section IV.D.3.b, of this
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decument and the othey information
hsied above. Using the gencral
puidelines desceribied below, the ueney
detenpined the proposed reference
amennt for cach product ¢ .m‘g‘)iy The
S5 values and the detailed description
of how the propesed refercnce amaunt
was delermined for each preduct
category are contained in FDA's
technical report (Ref. 2).

i. Pecause the act requires that focd
consvmption data be used as the
primary data source for the serving size
erminalioa, in determining the
reference amounts for specific produot
categories. FDA first considered food
censumption data and whether it
cvided an appropriate basis from
which t¢ derive refererce amounts. In
deciding whether the data provided an
appropricie basis, FDA considered (he
adequacy of the sampha size and the
conzistency of the dat

ii. FDA believes t‘ve a sample size
{rumber of eating occasions} uf 140 or
larger is large enough to provide
rezsonable assurance for a reliable
estimate for the customarily consumed
amount. This sample size is the same as
the minimum sample size used by USDA
to present the 5th and the 95th percentile
values for the NFCS data (Ref. 32}.
Altbough FUA did not use the 5th and
the 95th percentile values in developing
the reference amounts, it did use the
mode. Many product categories had
multiple modes, which, to be reliable,
mast be based on a larger sample size
than that which would be necessary to
ensure the reliability of the mean or the
median values. Therefore, to ensuzre that
the modal values were reliable, FDA
used 140 as the cutoff for the adequate
,nmple size, which is the largest
minimom sampie size required for
prasenting the NFCS data (Ref. 32}.

FDA believes that a sample size of 49
through 139 (intermediaie rangs) may
not be large enough to provide
reasonable assurance of a reliable
estrnd e of the customaniy consumed

amount considering the multiple modes
ohsarve d for many p‘odu(‘! categoriss,
The lower cuteff level for the
> range (40) is the sae as
aum sampie size used by USDA
Yo 25th and the 75th
i \»'ahxes for the NFCS data

fe

pe

p\,rcentl

(Ref. 32).

FDA believes tha! a sample size of
less than 40 is inadequate to provide
recasonable assurance of a reliabls
estimaie of the customarily consumed
wmount,

i1i. Steps followed in selecting survey
dute As mentioned earlier, FDA used
hoth the 1577-1978 NFCS and the 1987~
1988 NFCS as the source of food
copsumpiion data because the 1987-1988

HECS could not be used alove given the
lew response rate problem in this
survev. The agency used the fuliowhg
suidelines in gelecting the survey date
for determining the reference vt iy
cach predust category:

{A) If the 1987-1988 NFCS data dic
not substantially differ from the 1977-
1373 NFCS data, and the sampie sizes
for both surveys were equally adequaic.
dista from both surveys were usad. The
use of data from both surveys increase 4
the data points, i.e., provided two scts of
the mearn, median, and modal CSS
values, rather than cne set from @
survey. Therefore, the reliability
reference amount determined was
strengthened.

(B3 If the 1987-1688 NFCS dutus
suggested a change in consumption
prartices since the 1977-1978 Ni°CS {i.e.,
CSS values increased or decreased}, and
the validitv of the change was supporied
by the CSFII data, the new survey d
were used because the trend changs
observed in the 1987-1588 NFCS is Likely
to be a real change in consumption
practices. For example, CSS values from
the 1987-1988 NFCS for the popsicles
and snow cones category showed a
slight but consistent increase ir the
consamption of these foods. This trend
increase was supported by the 1985 and
1886 CSFII's (Ref. 2}, Therzafore, FDA
used the 1987-1988 NFCS data to
determine the reference amount for this
category.

(C) If the new survey data sug
change in consumption practices,
change was not or could not be
supported by the CSFII data, the agency
made its best judgment based on tha
available evidence, and it documenied
the basis for its judgment (Ref. 2}. For
example, both the median and modal
CSS walues from the 1977-1678 NFCS
(N=08) suggestad 2 tablespoons to be a
reasonable reference amount for the
condensed milk category. The data from
the 1987-1988 NFCS suggested a much
sizaiier reference amount, about ¥z
tablespoon. However, the samp‘ie size
for the new survey was gross.v
inadequate (N=11}, and thus, this
ller value could not be used. The
3FII had only ons cbservation, and
therefore, could not provide any
informa tlon to support or de'ly he
smaller CSS values chserved in the
1987-1888 NFCS. There was no
consistency in the serving size
recommended in comments, serving size
currently in use by the manufacturezs
and grocers, and the Canadian serving
size. The applicable serving sizes from
these sources ranged from % cup to 4
cup. Although the sample size fell in the
intermediate range, the 1977-1978 NFCS
consistently suggested 2 tablespoons to

singic
of the

onsied a
bt the

L o reasonable reference 2amouni for
ihe category. Condensed milk is uavai’y
ssed as an ingredicnd of other foode,
Twe recipies on the prodect lahel
showed 2 to 2.5 tablespoons of
condensed milk is needed to
serving (Rel. 2). FDA, therefore, chos
1ablespoons as the reference amouni,
{13} If appropriate data were nof
svailable in the 1977-1678 NFCS, FIIA
used the 1987-1988 NIFC3S data.
v, If the sample sizes were ade
and £S5 values were consistent [Lcn.,
any twgo of the three types of CSS values

¥
{1

e., mean, median, dnr’ mode) agread),
tha consistent C8S values were used.
For example, if the median and mode

were 2 0z and the mean was 3 oz, and
snmple sizes were adequat , 140 o
lavgar], FI2A chose 2 oz as the refernrm

amonnt for the ca tegory. If the .,dmp.e
sizes were adequate, but CSS values did
not agree, 2li three types of CSS velues
were considered in deciding the
propased amount. For example, if {he
mean, median, and mede were 2.5 0z, 2
¢z, and 1.5 oz, respectively. and the
sample sizes were adequate (i.e., 140 or
larger), FDA took ail 3 values together
and chese 2 oz as the reference amount
for the category.

v. If the sample sizes were in the
intermediate range (i.e., 40 through 134,
but CSS values were consistent, the
cangistent values were used. However,
if the survey data were inconsistent,
FDA used its best judgment in
determining the reference amount and
cocumented the basis for its juugmem
(Ref. 2). For example, the sample size for
the food group that represented the
praoduct category “Cake, very light
weigh'& less than 4 g per cubic inch™ fell

= the intermediate range, but mean.
).,du-m, and medal CSS val
consistently suggested a reference
amount of 2 oz. Therefore, FDA cha:
oz as the reference ameount for the
ca"‘"orv The cample size mr t}*e mau

8 ‘Ii

g P

range and the CSa valueq m,xgeu from
about 1 cup to 1% cup. FOA believes
thai 1 cup is more convenient household
measure than 1% cup and therefore, is
rerence smount

vi. If the sample sizes were
inadequate (i.e., less than 48}, rD»‘\ used
the survey daia cautwns;o (831
relevant information such as t‘zoqu fisted
in seetion IV.I).3.c. of this dogument,

vas given mare weight. FDA
da(:umented the basis for its selection cf
the reference amount on a case-by-case
basis (Ref. 2). For example, the food
group powdered butter replacement had
an inadequate sample size (N=10}. The
only other relevant information
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available was the serving size currently
in use by manufacturers, which ranged
from ' teaspoon fo 1 teaspoon.
Although the sample size fell in the
inadequate range, the median and modal
CSS values consistently suggested 1
teaspoon to be a reasonable reference
amount which is within the range of the
serving size currently in use by the
manufacturers. FDA, therefore, chose 1
teaspooen as the reference amount for
the category.

vii, If multiple food groups
represented a product category and €SS
values varied among food groups, the
food groups having the largest sample
sizes were used as the driving force in
determining the reference amount for
the product category. For example, the
product category “cookies. sweet
crackers, or sandwich type crackers”
includes three food groups: cookies,
sweet crackers, and sandwich type
crackers. CSS values for these three
groups ranged from 0.5 oz to about 2 oz,
However, the cookie group had the
largest sample size which was about 10
to 50 times as large as the sample sizes
for the other two food groups. The CSS
walues for the cookie group consistently
suggested 1 oz. as the reference amount
for the category. Therefore, using the
cookie group as the driving force, FDA
determined the reference amount for the
category to be 1 oz.

viil. FDA tried to select a reference
amount that approximates a household
measure, e.8., the weight of whole units
for products in discrete units; 4 cup
increments for products measurable in
cups; in whole tablespoons for
quantities less than Y% cup but greater
than or equal to 1 tablespoon; in whole
teaspoons for quantities less than 1
tablespoon but greater than or equal to 1
teaspoon. These efforts were made to
establish reference amounts that are
meaningful when expressed in common
household measures on the product
label.

ix. When survey data were
insufficient or not available, FDA
followed the following general
principles and documented the specific
actions that it took (Ref. 2):

(A) If there was no compelling reason
to change the standard serving size
proposed on July 19, 1990, that is, if no
objections had been raised on the
proposed serving size, or comments
generally supported the proposed
serving size, the proposed serving size is
being reproposed as the reference
amount.

{B) FDA considered any available
relevant information. For example, no
appropriate information was available
to determine the reference amount for
cocking wine. A major chain grocer used

1 oz. {which is about equal to 1{l. 0z.) as
the serving size for cooking wine in its
information booklet. Based on this
information, 1 fl. oz. appears to be a
reasonable amount for this food for
rtrition labeling purposes, and
therefore, FDA chose 1 il. 0z. as the
reference amount for the cooking wine
category.

{C} If there were no consumption data,
no other relevant information, and no
approgpriate alternative, FDA is
proposing the reference amount that it
believes is the most reasonable for
nutrition labeling purposes and has
documented the basis for such belief
{Ref. 2). For example, there was no
informatien from food consumption
surveys or from any other relevant
sources, such as those listed in section
{V.D.3.c., that could be used in
determining the reference amount for
the product category, “Baking
decorations, e.g., colored sugars and
sprinkles for cookies, cake decorations.”
Customarily consumed amounts for
these products are likely to vary
considerably depending on how they are
used by consumers. FDA believes that 1
teaspoon of these products is sufficient
to decorate one reference amount of -
cookies (i.e., 3 medium-size cookies).
Therefore, the agency is proposing 1
teaspoon or 4 g [g equivalent to 1
teaspoon sugar) if the decoration cannot
be measured by teaspoon as the
reference amount for the category.

x. Several other factors were also
taken into consideraticn in arriving at
the reference amounts proposed in
§ 101.12(b). These factors when used
swere documented for case-by-case (Ref.
2).

{A) Propesed reference amounts for
related products (e.g., consideration of
proposed reference amounts for cther
fruit categories in determining the
reference amount for a fruit category).

(B) Whether the amount is
comparable to the reference amounts for
products that are used interchangeably
and are similar in product
characteristics (e.g., potato salad and
pasia salad).

{C) For products containing two or
more foods, whether the amount
approximates the sum of the proposed
reference amounts of the componeat
fnods. For example, the proposed
reference amount for a pie should
approximate the sum of the reference
amount for pie crust and the pie filling.

e. Expressing the Reference Amounts.
FDA followed the following principles in
expressing the proposed reference
amounts that were developed using the
general principles and procedures
described above.

i. Reference amounts are expressed in
metric units {g, mL).

ii. Reference amounts for fuids are
expressed in mL. Reference amounts for
other foods are expressed in g as much
as possible. However, when foods
within a product category vary
considerably in density, and the CSS
values for different products are more
uniform when expressed in volume than
in grams, reference amounts are
expressed in household volumetric
measures such as cups, tablespoons.
and teaspoons instead of g. For
example, the median CSS values for
three subcategories of ready-tc-eat
breakfast cereals weighing less than 3
oz. per cup ranged from 25 g to 56 g. but
the CSS values in terms of cups were 1
cup for all three categories (Ref. 2).
Therefore, the agency is listing the
reference amount for breakfast cereals
weighing less than 3 oz. per cup in terms
of volume, i.e., 1 cup.

iii. When FDA found that the
reference amount was best expressed in
mlL, it followed the following principles:

(A) For volumes of greater than 30 mL,
the volume is expressed as a multiple of
30 mL. FDA has done so to assure that
when the reference amounts are
converted to the label serving sizes in
common household measures, they will
be in Y% cup increments as required in
§ 101.9(b}({5) and in a whole number of
fl. oz., if manufacturers voluntarily
provide the equivalent fl oz. measure.

(B) For volumes of less than 30 mL, the
volume is expressed in mL equivalent to
a whole number of teaspoons or one
tablespoon. For example, FDA found 1
teaspoon as a reasonable reference
amount for lime and lemon juice and
therefore, the reference amount is
expressed as 5 mL, the mL equivalent to
1 teaspoon.

iv. In expressing reference amounts in
g, FDA used the following principles:

(A) For quantities of greater than 10 g,
weights are expressed in the nearest 5 g
increment to avoid the appearance of an
overly exact g weight. For example, FDA
expressed reference amounts that it
determined to be 2 and 3.5 0z. as 55 g
and 100 g, respectively, instead of 56 g
and 98 g. FDA believes that the use of
an exact g weight is not desirable
because it implies an accuracy that the
food consumption data and other
relevant information sources used 1o
develop the reference amount do not
really provide.

(B) For quantities of less than 10 g.
exact g weights are used because
rounding to the nearest 5 g increment
would introduce too much error to the
customarily consumed amount.
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4. Presentation of Reference Amounts

The reference amounis devoioped
ihrough use of the genersl principles Cad
pracedures described above are
proposed in § 101.12(b). Paragraph (b]
confains two tables. Tuhle 1 lists
proposed reference amounts for foeds
represented or intended for use by
infants and toddlers, and Tahle 2 lists
proposed reference arnounis for foods
intended for use by persons 4 years of
age and older. For both tables, the
agracy based the calculations on the
appropriate CSS values reporiad for ihe
particular group. Because there are anly
a few producis on the market
specifically intended for toddiers, the
agency grouped these foods with bahy
foads. However, in analysis of
consumption of toddler foods, the
agency used the amounts costomaiily
censumad by children 1 through 3 ye

Unless the reference amount is
specifically stated for the unprepared
form (e.g., dry form) of the product, the
reference amounts proposed in Tables 1
and 2 represent the amount of the ready-
to-serve, or almost ready-to-serve (i.e.,
“heat and serve,” “brown and serve”),
form of the product. Heat and serve
products include products which are
fully cooked and require only heating
before consumption, e.g., a fully cooked
frozen entree. For a few categories of
dry products, such as dry pastas, dry
ice products, and dry regular coffee and
.ea, that have relatively uniform
composition, the reference amount is
proposed for both dry and prepared
forms of the food. The proposed
reference amount for the dry form is
based on the amount needed to prepare
the reference amount for the prepared
form (Ref. 2). To convert the amount a3
consumed to the amount in dry form,
FDA used the percent yield reported in
“Food Yield Summarized by Different
Stages of Preparation” published by
USDA (Ref. 18) and othsr pertinent
information (e.g., manufacturer’s
directions). However, in general, dry
mixes and concentrated preducts such
as cake mixes, dry beverage mixes, and
frozen concentrated fruit juices are not
listed,

Other unprepared forms of products
{e.g. fresh pastas, fresh or frozen
doughs, and hatters}, imitaticn or
substitute food, altered food (e.g., “low
sodium”}, foods for special dietary use,
and most products containing two or
more foods having individual reference
amounts, are also not listed in
§ 101.12({b). The next three sections of
this preamble discuss reference amounts
for these types of products.

In determining the reference amounts
for two product categories, FDA

f
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deviated from the principhbes and oyl
deseribed above.

1. The carbonated beverage category,
primarily represented by soft drinks.
bad @ large sample size, and the mean,
median, and modal CSS values wers
consistently 12 ] oz, reflecting the
preponderance of soft drink
consumption in 12 fl oz containers.
However, the moda! analysis showed
two additional smaller peaks at both 8
and 16 1 oz, FDA is proposing 8 f! oz
(240 mL} as the reference ameunt for the
carbonated beverage category based on
the following reasons:

FOA iz proposing 8 fl oz as the
reference amcunts for all other
beverages including fruit and vegeloble
juices based on their CSS valses and the
principles and procedures described in
sections IV.D.2, and IV.D.3. of this
document, Although food conaumptiun
data censistently supported 12 fl oz as
the reference amount for the carbonated
beverage category, the 12 1l oz value
may have been unduly influenced by the
wide use of 12 f oz single-serving
containers as indicated by the sales
data. Industry data showed that 12 fl oz
was the largest single-serving container
size sold and represented about 32
percent (45 percent in terms of dollar
volume) of the total quantity of all soft
drinks scld in the U.S. during the ssme
time period as when the 1987-1988
NFCS was conducted (Ref. 33}.

Consumer complaints related to soft
drinks focused on the 6 fl 0z serving size
currently used on these preducts that
results in multiple serving declarations
ot1 12 fl oz cans which are obviously
consumed as a single-serving. This
concern is addressed by proposed
§ 101.9(b)(5} which requires that a
container containing less than 200
percent of the reference amount be
declared as one serving. In addition,
several commaents, including the IOM
report, suggested a uniform serving size
for all beverages.

Counsidering the reference amounts of
8 fl oz for all other beverages, consumer
concerns, and several recommendations
for a uniform serving size for all
beverages, FDA believes that a vniform
8 fl oz reference amount for all
beverages would be more reasonabis for
niutrition labeling purposes. Such a
reference amount would help consumers
make nutritional comparisons across ali
beverage categories. Therefore, the
agency is proposing 8 fl 0z (240 ml) as
the reference amount for carbonated
beverages.

2. The other reference amount that
deviated from the general principles and
procedures described in sectiens IV.D.2.
and IV.D.3. of this document is the

sy of “butter, margarine, oil, and
tening.” Of the products included i
itegory, hutter and margarine had
the largest sumple sizes. but the mean,
median, and modal CSS values far theso
preducts did not agree. When &l three
trpes of C8S values {excluding whippaed
tvpel were considered together, 2
teaspoons could be proposed as the
reference amount for this category. Twu
tsaspoonz would also be consistent with
the Canadian serving size which is 1 to 2
teaspoons, However, although sample
sizes were much smaller, data on
whipped butter, oils, and shortening
consistently supported 1 tablespoon as
more reascnable reference amount,
Although butter and masparine are alsy
used as spread, all four types of fats and
vils are used interchangeably in food
preparation. Therefore, a uniform
serving size for all four types of fats und
oils would be reasonable and would
aliow nutritional comparisons of
different types of fats and oils.

Most products in this category bearing
nuirition labeling have bieen using 1
tablespcon as the serving size.
Accerdingly, regulatory decisions to
date have been based on & 1 tablespoon
serving size {Refs. 34 and 35]. Serving
size suggestions in commentis were split
between 1 teaspoon by the butter
industry and 1 tablespoon by a trade
asscciation representing the shortening,
edible oil, and margarine industries.
Considering the regulatory history,
industry practices, and the
recommendaticn by the fats and oils
industry, the agency is proposing 1
tablespoon as the reference amount for
the category.

FDA solicils ccmments on the
proposed reference amounts, incleding
the two discussed above, and on any
preduct or product categories that
should be added to the reference
amount list in § 101.12{b). Comments
recommending additions to the list
shou!d submit information listed in
§ 101.12{h) to assist the agency to
determine the appropriate referesca
amounts,

5. Reference Amounts for Produeis
Requiring Purther Preparation

Products that require further
preparation include dry mixes,
concentrates, and fresh or frozen pasia
doughs, and batters. Dry mixes and
concentrates vary greatly in their
ingrediarts and degree of concentration,
An increasing number of other
unprepared forms of prcducts, such as
fresh or frozen pastas, doughs, and
batters, are being introduced into the
retail market. Percent yields of these
producis may vary among products
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within the product category, and
appropriate yield information is not
available. It is, thus, not possible or
practical to determine reference
amounts for these types of products.

In § 101.12(c) of the 1990 proposal, the
agency proposed that the serving or
portion of a product that requires
cooking or the addition of water or other
ingredients be the amount required to
prepare one serving of the final product
as established by regulation. In
§ 101.12(c). FDA is reproposing this
provision modified to reflect the changes
made in this reproposal. Thus, the
agency is proposing that the refereace
amount for a product that requires
cooking or the addition of water or other
ingredients is that amount required to
prepare one reference amount of the
final product as established by
regulation. For example, FDA proposed
the reference amount for pancakes to be
110 g as prepared. For dry pancake
mixes, the reference amount would be
the amount of the dry mix that is needed
to make 110 g of pancake as prepared. If
40 g of pancake mix is needed to make
110 g of prepared pancake, the reference
amount for this pancake mix will be 40

8 ,

6. Reference Amounts for Imitation or
Substitute Food, Altered Food, and
Foods for Special Dietary Use

Section 101.12 (d) and (e) of the 1990
proposal provided that the serving size
of an imitation or substitute food, and
an altered version of a food, such as
“low calorie” version, must be the same
as that of the food for which the
imitation or altered food substitutes.

As discussed in section IILA. of the
1990 proposal, and echoed in comments
on that proposal, some manufacturers
appear to have manipulated the serving
sizes of their products so that the per
serving content would allow claims such
as “low calorie” or “low sodium.” To
address these concerns, and similar
concerns regarding imitation or
substitute foods (as defined in
§ 101.3(e)), in § 101.12 (d) and {e), FDA is
reproposing the same provisions for
these types of foods, with slight
modification to be consistent with this
reproposal. Thus, these proposed
sections provide that the reference
amount for an imitation or substitute
food, and for an altered version of the
food, must be the same reference
amount as that of the regular
counterpart food.

Certain foods for special dietary or
medical use are exempt from § 101.9 {55
FR 29487) and therefore, they do not
have counterparts listed in § 101.12(b}.
Dietary supplements are subject to
proposed § 101.36 Nutrition labeling of

dietary supplements of vitamins and
minercls in FDA's proposal on
Mandatory Nutrition Labeling published
elsewhere in this issue of the Federal
Register. Infant formulas and other
foods represented for use as the sole
item of the diet, and foods represented
for use solely under medical supervision
to meet nutritional requirements in
specific medical conditions, are subject
to special labeling requirements, which
are set out elsewhere in title 21, chapter
I of the Code of Federal Regulations.

A company requested special
exemption on serving sizes of products
sold only as part of a weight-control
program that prescribes a complete meal
plan with serving sizes and which are
available only to persons enroiled in
their program. The agency has studied
this request and has tentatively
concluded that the serving size
requirements that apply to foods
intended for weight control or weight
reduction that are available in the
marketplace should also apply to the
products sold only as part of a weight-
control program. Reference amounts for
these products should be the same as
the reference amounts for their regular
counterparts. Dual columns of nutrition
information, based on both the reference
amount and the serving size prescribed
by the program, could, however, be
useful and educational to the enrollees.
Therefore, FDA would not object to such
labeling.

7. Reference Amounts for Products
Consisting of 2 or More Foods Having
Individual Proposed Reference Amounts

There are three types of products
currently in the marketplace that consist
of two or more distinct foods, each of
which has a proposed reference amount.
One type usually consists of two distinct
foods placed in the same container that
are intended to be consumed together.
Examples of such products are peanut
butter and jelly, cracker and cheese
snack packages, and frozen pancakes
and syrup. They are sold in single-
serving and multi-serving containers,
The 1990 proposal did not address this
type of product. In § 101.12(f} of this
reproposal, FDA is proposing that the
reference amount for this type of
product is the sum of the reference
amounts for the individual foods, as
listed in § 101.12(b). For example, the
reference amount for peanut butter and
jelly would be the weight in g equivalent
to the sum of the proposed reference
amounts for peanut butter {30 g and for
jelly {1 tablespoon).

The second type is meal-type products
{e.g., breakfast, lunch, or dinner trays).
Meal-type products are usually sold in
single-serving containers. In the 1990

proposal, FDA proposed standard
serving sizes for these products under
the category of “Meal type trays.”
However, in this reproposal, the agency
is not proposing to establish reference
amounts for these products. Because of
the wide variety and varying sizes of
these products, it would be difficult to
determine the amount customarily
consumed. Instead, in a proposed
regulation entitled “Food Labeling:
Nutrient Content Claim, General
Principles, Petitions, Definition of
Terms” published elsewhere in this
issue of the Federal Register, FDA is
proposing a definition for such products
and a compliance system that do not
require a reference amount for
evaluating nutrient content and health
claims. Under proposed § 101.9(b){3).
label serving size for meal-type products
is the entire content of the package.

Entrees such as spaghetti, macaroni
and cheese, burrito, pizza, and
sandwich, which are marketed in single-
serving and multi-serving containers, are
not considered to be meal-type products.
The USDA NFCS'’s used to derive
reference amounts proposed in
§ 101.12(b) contained information on the
amount of food consumed per eating
occasion for entrees. Following the
general principles and procedures
described in sections IV.D.2. and IV.D.3.
of this document, FDA is proposing two
reference amounts for entrees, one for
products that can be measured in a cup
and one for products that cannot be
measured in a cup. Under this proposal.
the serving size of entrees that can be
measured in a cup, such as spaghetti
and macaroni and cheese, will be based
on the reference amount for the category
of “Mixed Dishes: Measurable with
cup.” The serving size of entrees that
cannot be measured in a cup, such as
burrito, pizza, and sandwich, will be
based on the reference amount for the
category of “Mixed Dishes: Not
measurable v ith cup.”

Some frozen entrees are packaged in
separate pouches and contain more than
one distinct food per package (e.g., rice
or pasta with sauce or toppings). The
component foods are packaged
separately for technical reasons sucn as
differences in required cooking times for
the different componenis and better
preservation of the texture and flavor
during storage. However, the
components from all poucnes 1n a
package are consumed as one product,
and the serving size of these products
will be based on the reference amount
for the category of *Mixed Dishes:
Measurable with cup.”

The third type is products that contain
two or more foods that are not
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necessarily intended to be consumed
together. An example of this type of
product is cne having multi-
compartments, with each compartment
conlaining a different focd such as
cheese sauce in one compartment and
salsa in the other Comparlm(en{. Another
Oxamm? of this type of prUUrt isa
icty pack of single-serving products,

, a package containing several
rieties of single-serving dry instant
t cereals. The% prr‘duals repiesent
ifferent products in individusl

nitainers that are placed togeiher and
:old as & single product for convenience,
for example, to suit the preference of
different family members. Because ihe
focd in each individual container within
the product package represents a unique
nroduct, under preposed § 101.9(b)(4),

nuirition information for this type of
praduct is io be provided for each
prody ot using its own reference amournt.
A mejor manufactuzer of a varist ty pack
of dry instant hot cereals is currently
providing nutrition informatior on the
variety pack in this manner.

E. Procedures for Converting the
Reference Amcunt to Serving Size

In § 101.9{b){2) of this reproposed
regulation, FDA is proposing procedures
that manufacturers must follow in
converting the reference amounts listed
in § 101.12(b) to the serving sizes in
common household measures
appropriate for their specific products.
These procedures will ensure that the
conversions are made in a way that will
provide consistency in the serving sizes
declared for different brands within a
preduct category.

Many comments, including one from a
supermarket chain with many years of
consumer experience, stated that
consumers want to be able te make
nuiritienal comparisons ameng the same
types of products. Consistency in
serving size among products within a
facd category is necessary for making
such comparisons.

Many industry comments cpposed the
fixed standard serving sizes in the 1990
proposal on the basis that standardized
serving sizes do not teke into
consideration the varied shapes and
characteristics of different products
within a product category. The
procedures in proposed § 101.9(b){2)
permit the manufacturer to take these
factors into consideration in converting
the reference amount to serving size in
common household measures.

For the purpose of developing
procedures for converting the reference
amount to label serving sizes, FDA
grouped all multi-serving products into
three categories according to the shape
and characteristics of products and the

va
\7
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way products are usually served. The
agency is proposing separate procedures
for each category to ensure that the
serving size declared on the label is
most appropriate for the specific type of
product. Single-serving containers have
already been discussed in section IV.C.
of this document, and thus, they are not
included in this discussion. Procedures
for nutrition labeling of products
containing multi-serving assorted
varieties (e.g., assorted carndies) and
mulii- component gift boxes are
addressed in the supplementary
proposal for Food Labeling; Reference

Daily Intakes and Daily Reference
Values; Mandatory Status of Nutritics

Laheling and Nutrient Content Revision
in proposed § 1¢1.9{€)(1} (published
elsewhere in this issue of the Federal
Rapister) and are not covered by
proposed § 161.9(b}.

1. Products in Discrete Individual Units

Comments {rom all sectors stated that
nutrition information on products in
discrete individual units {e.g., muffin,
egg, sliced bread, and most fruits)
should be labeled per unit because that
is how these foods are customarily
eaten and that is the measure that
consumers most prefer for nutrition
infermation on these products. Other
products that belong in this category
include sliced or individually shaped
mini pizzas and individually wrapped or
packaged products in multi-serving
containers. Section 403(r}{1){A)(i) of the
act requires that serving size be
declared in common household measure
that is appropriate to the food. FBA
agrees with the comments that the
measure most appropriate for products
in discrete units would be the unit itself
(i.e., piece).

However, these products come in
many diiferent sizes. For example, the
size of most sliced breads ranges from
0.5 ¢z to 1.3 oz per slice, and the size of
muffins ranges from 0.4 oz to 6 oz each.
If nutrition information for these
products is expressed on a single unit
basis, there would be nc¢ uniformity in
serving sizes declared on these
products, and consumers would have to
compare the nutritional value of a 0.4 oz
muffin with that of a 6 oz muffin,

To assure uniformity in the serving
size used for different sizes of similar
products, FDA is proposing in
§ 101.9(b)(2)(i) that serving sizes for
products that come in discrete units be
the number of units that most closely
approximates the reference amount in
§ 101.12(b) applicable to the product. For
example, the label serving size for sliced
bread weighing 1 oz per slice will be 2
slices because the weight of 2 slices (56

gJ most closely approximates the
reference amount for breads (55 g).

Under this proposed provision, only
products in units that weigh at least 67
percent of the reference amount can use
1 unit as their serving size. If two units
of & product each weigh 67 percent of
the reference amount, their total weight
is 34 percent more than the reference
amount. However, one of these units
weighs 33 percent less than the
reference amouni. Thus, one unit more
closely approximates the reference
amount than 2 units. However, for a
product whose units weigh 66 percent of
the reference amount per unit, 2 units
weigh 32 percent more than the
reference amount, while 1 unit weighs 3¢
percent less than the reference amount.
Therefore, the label serving size for a
product whose units weigh 68 percent of
the reference amount. per unit is 2 units,

To fusrther promote uniformity in the
serving sizes declared for these
products, FDA is also proposing in
§ 101.6{b)(2)(i) that all products in
discrete individual units that weigh less
than 200 percent of the reference amoun
must declare 1 serving per unit. This
upper limit is the same as the upper limii
for a single-serving container which is
discussed in section IV.C. of this
document.

Most of the products in discrete
individual units weigh less than 200
percent per unit. As discussed in section
IV.C. of this doscument, the agency is
proposing to set the upper limit at “less
than 200 percent” of the reference
amount for two reascus. First, a unit thai
weighs 200 percent of the reference
amount is by definition 2 servings. Thus
it is not a single-serving product.
Secondly, there is a significant question
as to whether these larger units will be
consumed at a single-eaiing occasion by
one individual, considering that the
customarily consumed amount is one-
half or less than the unit. Thus, the
agency believes that it would not be
accurate to require that units that weigh
200 percent or riore be labeled as one
cerving,

However, some exceptionally large
pieces weigh more than 200 percent of
the reference amount. For example, a
large muffin may weigh more than 4 oz,
which is more than 200 percent of the
reference amount for muffins, and many
people may eat the whole muffin at a
single-eating occasion. Therefore, FDA
is proposing to allow the manufacturer
to declare one unit as a serving for
products that weigh 200 percent or more
of the reference amount if the whole unit
reasonably can be consumed at a single-
eating occasion. As discussed above, the
agency is aware that this allowance



60410

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

creates a potential for misuse by a
manufacturer who claims that an
unreasonably large unit is a single-
serving in order to show a high content
of a nufrient such as fiber and calcium.
The agency will consider regulatory
action on a case-by-case basis for
nisuse of this allowance.

The determinalion of the
reasonableness of a single-serving
should be based on food consumption
data under actual conditions of use.
Manufacturers should be prepared to
provide the agency with the data that
supports the single-serving claim upon
request. FDA requests comments on the
upper limit for single-serving declaration
for products in discrete units, and
whether it is reasonable to allow the
manufacturer to determine the single-
serving status above that level.

2. Products in Large Discrete Units That
Are Usually Divided for Consumption

Foods in large discrete units such as
cake, pie, pizza, melon, and cabbage are
usually divided into slices or pieces for
consumption. For example, a 2-layer
cake may be divided into 12 pieces, or a
9-inch pie may be divided into 8 slices
for consumptiion. FDA believes that the
household measure most meaningful for
these products is a fraction of the whole
unit. In § 101.9(b)(2){ii}, FDA is
proposing that the serving size for these
products be expressed as the fraction of
the whole food, such as Y12 cake, ¥ pie,
Y4 pizza, and % melon, that most closely
approximates the reference amount in
§ 101.12(b). For example, the proposed
reference amount for pizza is 140 g. A %
slice of a pizza weighing 21 oz weighs
147 g and a ¥ slice of this pizza weighs
118 g. The ¥% slice is closer to the
reference amount than the ¥% slice.
Therefore, the serving size for this pizza
would be % pizza.

3. Nondiscreie Bulk Products

In § 101.9{b}{2)(iii), FDA is proposing
that the serving size for all products that
are not in individual or large discrete
units and are packaged in multi-serving
containers (e.g., flour, sugar, breakfast
cereals with the exception of large
biscuit types) be the amount in common
household measure most ciosely
approximating the reference anicunt for
the product category. For example, the
proposed referenced amount for
mayonnaise is 15 g. One tablespoon
mayonnaise weighs about 14 g and
therefore, the label serving size for
mayonnaise will be 1 tablespoon.

F. Declaration of Serving Size on the
Product Label

1. Label Statement of Serving Size

FDA proposed in § 101.9{b}(3) of the
1990 proposal to require the declaration
of serving size in U.S. units (oz or fl oz},
followad by the equivalent metric
quantity in parenthesis (with weight
expressed in g and velume in mL). In
addition, the agency proposed that
manufacturers cculd voluntarily declare,
in parenthesis, household measures such
as cups, tablespoons, slices and pieces.
Saction 403{q){1){A){i) of the act requires
that serving sizes be expressed in
common household measures. FDA
stated in the announcement of the public
meeting on serving sizes that in light of
the variability that is likely in household
measures, the agency conlinues to
believe that a parenthetical listing of
weight equivalent to the household
measure is necessary for compliance
reasons. The agency also pointed out
that the declaration of metric quantity
would promote international
harmonization of food labeling, and that
consumers would not have to deal with
these measures since the label serving
sizes would be declared in common
household measures.

Most comments that addressed this
issue cpposed the use of metric units for
serving sizes on the basis that few U.S.
consumers understand the metric
system, and therefore such information
would not be useful to consumers. A
number of comments opposed using
metric units and supported the
continued use of U.S. units.

The presentations and discussion at
the public meeting on serving sizes also
generally did not favor the use of metric
units for serving sizes. However, a
health professional at the public meeting
stated that metric units would be very
useful to immigrants, who make up a
substantial portion of the population in
some parts of the country, because they
come from countries where metric uniis
are used. Some presenters at the
meeting stated that if household
measures are used, some sort of
parenthetical weight measure is needed
because of the variability in common
household measures, e.g.. in the size of a
bagel.

The I0OM report recommended the use
of metric units in parenthesis after the
household measure. A Canadian
government comment also supported the
use of metric units in serving sizes.
Comments from other foreign sources
urged requiring the use of the metric
system and stated that to do otherwise
would decrease international
harmonization and raise non-tariff trade

barriers. A few U.S. comments also
supported the use of metric units.

FDA acknowledges that many
consumers are unlikely to use the metric
information. However, the Omnibus
Trade and Competitiveness Act of 1988
{Pub. L. 100-418) declared that the
metric system is the preferred
measurement system for U.S. trade and
cominerce. Federal agencies are
required to use the metric system in
procurement, grants, and other busineass-
related activities to the exient
econcmically feasible by the end of
fiscal year 1992.

As stated earlier, the agency believes
that it needs an additional precise
weight statement for compliance
purposes because of the variability in
weight of different brands in common
household units. To comply with the
requirements of the Omnibus Trade and
Compliance Act and for compliance
purposes, the agency is proposing in
§ 101.9(0){7) to require that
manufacturers provide the equivalent
metric quantity, in parentheses, after the
common household measure, e.g., 1 cup
{28 g). The agency is also proposing to
allow manufacturers voluntarily to list
the equivalent U.S. measure in
parentheses after the meiric measure.
The agency believes that metric
measures on food labels will contribute
to educating children, as well as older
consumers, about the metric system.

A Canadian government comment
supported using metric units rounded to
a convenient size when converting from
a common household measure to a
metric measure {e.g., rounding from an
actual weight of 172 g for a slice of pizza
to 170 g). If this proposal is adopted,
however, metric weight will be used by
the agency for compliance purposes,
such as in evaluating adjectival
descriptors used on the label. Therefora,
the metric measure needs to reflect
accurately the common household
measure, and the agency is not
proposing to permit the rounding of the
metric measures.

2. Definition of Household Measures

Section 403(q}{1}{A)() of the act

requires that the serving size be

xpressed in a common household
measure that is appropriate to the food,
or if the use of the food is not typically
expressed in a serving size, the common
household unit of measure that
expresses the serving size of the food.
Numerous comments also expressed
preference for household measures,
which were described in terms of !
familiar units including oz, cup,
tablespoon, teaspoon, slice, and piece.
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In § 101.9{b)(4) of the 1990 proposal,
FBA preposed definitions for several
household measures, including
teaspoon, tablespoon, cup, fl oz, and oz.

In § 101.9(b){5) of this reproposal,
FDA is proposing the terms “common
household measure” and “common
household unit™ to mean cup,
tablespoon, teaspoon, piece, slice,
fraction (e.g., Y4 pizza), 0z, and other
commen household equipment used to
package food products, such as jar and
tray. As in the 1990 proposal. the agency
is proposing in § 101.9(b)(5)(iv) 1
teaspoon to mean 5 ml; 1 tablespoon to
mean 15 mL; a cup 1o mean 240 mL; 1 f1
o2 to mean 30 mL; and 1 oz in weight {0
mezn 28 g.

Cre comment stated that 1 oz in
weight should be defined as 28.35 g to be
consistent with the agency policy for
declaring the net weight of the package.
FDA does not believe that such
accuracy is needed for nuirition labeling
purpeses, or that the small difference
(0.35 g) in the g equivalency to 1 oz
between the serving size and the net
weight statement wouid present
confusion or a regulatory problem. For
simplicity, the agency believes that, for
nulrition labeling purpcses, 28 gis a
more desirable g equivalency to 1 oz
than 28.35 g. Therefore, the agency is
reproposing that 1 oz be defined as 28 g.

3. Rules for Daclaring Household
Measures

FDA is proposing in § 101.9(b}(5) of
this reproposal, several rules for
expressing serving size in common
hocusehold measures. These rules are
intended to assure as much uniformity
az possible in label serving sizes within
a product category. Without such rules,
the same quantity of serving size cculd
be expressed in cups by one
manufacturer and in tablespoons by
another. Also, one manufacturer may
choose to use ¥a cup as the serving and
another manufacturer may choose to use
% cup for similar quantities of products.
To prevent such inconsistencies in
serving sizes, the agency is proposing
the following rules for expressing
serving sizes in common household
measures.

a. Whenever possible, cups,
tablespoons, or teaspoons must be used.
Mumerous comments on the 1990
proposal and at the public meeting
requestad preferential use of these
common household measures in
expressing serving sizes on food
products. For uniformity in expressing
these measures, cups should be
expressed in Y4 cup increments,
tablespoons in whole number of
tublespoons for quantities less than ¥
cup but greater than or equal to 1

tablespoon, teaspoons in whole number
of teaspoons for quantities less than 1
tablespoon but greater than or equal to 1
teaspoon, and in Y4 teaspoon increments
for quantities less than one teaspoon.

b. If cups, tablespoons, or teaspoons
are not applicable, units such as piece,
slice, tray, jar, and fraction of the whole
piece or package, as appropriate, are to
be used. These units are the common
household measures that are most
appropriate for products nct measurable
by a cup, tablespoon, or teaspcon.

c. If (a) and (b) are not applicable. oz
are to be used with an appropriate
visual unit of measure such as a
dimension of a piece, e.g.. 2 = (56 g}
{about 1 inch slice) for unsiiced bread.
Such an approach will provide the most
readily understandable description for
consumers. Qunce measuremernts must
be expressed in 0.5 oz increments most
closely approximating the reference
amount, with rounding indicated by use
of the term “about” (e.g., about 2.5 0z).
Such increments are necessary to limit
the use of fractional numbers such as 2.3
oz. Consumers repeatedly complained
about use of fractional numbers.
Howsever, use of fractional numbers is
necessary to reduce the error in the
equivalent oz measure provided. The
agency believes that rounding to the
nearest half-ounce increments is
reasonable and it will also prevent use
of unusually accurate fractional
numbers {e.g., 2.1 oz) in serving size.

To premote consistency in the use of
units, if a manufacturer elects to use
abbreviations for units, the following
abbreviations should be used: tbsp for
tablespoon, tsp for teaspoon, g for gram,
mkL for milliliter, oz for ounce, and f] oz
for fluid ounce.

G. Listing Nutrient Contents Based on
100 Grams, 100 Milliliters, T Ounce, or 1
Flurd Ounce

The agency also proposed in
§ 101.9(h)(6) of the 1830 proposal to
allow another separate, additional
column of figures to be declared on the
natrition label based on 108 g or 100 mL
of the food as packaged or purchased.

Most comments from consuiners and
health professionals did not directly
address this issue, but a few comments
from koth groups expressed opposition
{o the additional column of nutrition
information, primarily because they feit
that the additional information would
not be useful to consumers. Several
industry comments suggested using a
uniform unit of weight/volume (e.g., 1 oz
and 1 f1 oz or 100 g and 160 mL) for all
products, either with or in lien of serving
sizes. The international comments
favered the use of metric units and the
use of 100 g or 100 mL rather than

requiring serving sizes, citing the fact
that 100 g or 100 mL is required in
nutrition labeling in many other
countiries and the need for international
harmonization. Some comments said
that manufacturers should have the
cheice of using 100 g or 100 mL in
agreement with the nutrition Jabeling
guidelines of Codex Alimentarius (Ref
36].

The notice of a public mecting on
serving sizes raised the issue of
presenting nutrition information i @
second column based on a uniform
weight or volume basis such as 100 g or
100 mL. Written comments and
discussion of this issue at the public
meeting essentially reiterated the same
positions as those in the comments on
the 1990 proposal. Consumer and
nutrition professional organizations did
not support the use of metric units or of
an additional column of numbers
because they felt that the information
was unlikely to be useful to consumers
and would present too much information
on the label. Representatives from the
food industry and trade organizations
generally also did not support requiring
a second column, citing the space
limitations on many food labels. A
representative of the pizza industry,
however, stated that a uniform weight
would be useful on products such as
pizza because of the lack of uniformity
and the many size and weight variations
in these types of foods.

On this issue, it is obviously
impossible for the agency to be
responsive to all positions. After
carefully considering the statutory
requirement, and in light of the
cemments from several sectors opposing
metric usage, FDA is reproposing in
§ 101.9(b)(10) to allow manufacturers to
list voluntarily a second column of
values. Such values may be based on
either 100 gor100 mLoron1flcz or
oz in weight. An important
consideration in FDA’s tentative
decision to provide for such information
in a unit {0z} is that the measure is
familiar to most Americans to facilitate
understanding of the information
presented in the nutrition label.
Allowing manufacturers to use valuas
based on the metric measures, 100 g or
100 ml., is also consistent with the
Omunibus Trade and Competitiveness
Act of 1988. Values based on the meiric
unit also will contribute to international
harmonization. Although at the present
time many manufacturers may not elect
to list nutrition information based on
metric measures, and not many
consumers in the near future may ba
likely to use the information, these
conditions are likely to change as the
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11.5. adopis the melric system.

Therefore, the agency believes thatit s
iinportant to provide manufacturers with
this option. The agency also believes
that the additional column could become
an imporiant educational tool for
consumers as they become more
familiar with the metric system.

The presentation of nulrition
information on a uniform weight or
volume basis would allow consumers to
make nutritional comparisons not only
across different brands of the same food
but also across all classes of food
preducts, These types of comparisons
could be very useful to persons who
wish to make healthful food
substitutions in their diet.

#. Declaration of Number of Secvings
per Contairer

FDA proposed in § 101.9(b}{5) of the
1990 proposal that the number of
servings per package cr container
should be declared in the nearest 0.5
serving {e.g., 2.5 servings, not 2.3
servings; 7 servings not 7.2 servings).
with rounding indicated by use of the
term “about” (e.g., about 7 servings),

Many consumer comments
complained that they did not like to see
a fractional number of servings on the
product label. The IOM report
recommended that the number of
servings per container be rounded down
to the nearest whole number. Because
this recommendation introduces an
unacceptably large error to the number
of servings declared on the product
label, FDA decided not to adopt the
IOM recommendation (see section HLA.
of this document for FDA’s evaluation of
the IOM report).

FDA, therefore, is proposing in
§ 101.9(b){8) that the number of servings
per package or container be declared to
the nearest whole or approximate whole
aumber. Manufacturers would be
allowed to either declare the
approximate serving size in househeld
measure that results in a whole number
of serving per package (e.g., serving size:
approximately %2 cup; number of
servings per container: 16) or to declare
the exact serving size in household
measures and the approximate number
of servings per container {e.g., serving
size: Y2 cup; number of servings per
contfainer: approximately 10).

Several comments stated that
rzgulation of the number of servings per
package must be flexible to
accommodate products, such as cheese,
in random weight packages. Cheese
industry representatives stated that for
some types of foods, such as cheeses
from large wheels cut in random
waights, manufacturers would have a
oroblem in declaring number of servings

per package. The agency had not
previously considered this special
problem that relaies to random-weight
packages. As a means for dealing with
it, FDA is proposing in § 101.9(b}{(8) a
special exception for random weight
packages that would allow
rmeanufacturers to declare the number of
servings per container as “varied”
provided the nuirition information i3
based on the reference amount
expressed in oz. The agency is soliciting
comments on whether this exception is a
reasonable provision for these types of
ackages, and, if not, what provision
should be mades for random weight
packages.

1. Use of Serving Size to Evaluate
Nutrient Conteni and Health Claims

FDA proposed in § 101.12(f) of the
1990 proposal that for any container
with more than one serving, the
proposed standard serviag size would
be used to determine the
appropriateness of a nutrient content
claim {descriptor) such as “low sodium.”
For single-serving containers containing
100 percent or less of the standard
serving, evaluaticn of the label claim
would be based cn the standard serving
size. However, for single-serving
containers containing more than 160
percent, but 150 or less percent of the
standard serving, the claim would be
evaluated on the basis of the entire
content of the package.

A majority of comments on FDA’s
proposal supported the propesed basis
for evaluation of descriptors. However.
many food indusiry and trade
organization comments objected to the
proposed evaluation criteria. These
comments generally argued that the
established serving size, not the package
content, should be used to evaluate
descriptor claims on all sizes of
packages.

Manufacturers pointed out thai under
the rule proposed in 1990, the same food
product that could be labeled as “low
sodinm” (or a similar adjectival
descriptor) on the basis of a standard
serving size might not gualify for “low
sodium"” labeling when packaged in a
single-serving container containing
between 100 percent and 150 percent of
the standard serving size, For example,
an 8 {1 oz container of skim milk
containing 126 milligrams (mg) of
sodium would meet the definition of
“low sodium,” but a 10 il oz single-
serving container of the same milk that
contains 158 mg of sedium would not.

In the notice of public meeting, FDA
raised the question of whether these
differences in the use of descriptors on
food products would be confusing and
asked for data to support any views

presented. No data en this issus were
presented at the meeling. FDA also
suggested two aliernative solutions io
the concerns expressed about use of
label descriptors on single-serving
containers: (1} To label single-secving
containers that do not contain the
standard serving with the nutritional
content in both the total container and
in the standard serving and to permit
descriptor use based on the standard
serving: or {2) to provide a weight factor
on the label that consumers couid use to
determine the nutritional values based
on a standard serving size (e.g.. multiply
by % for a single-serving that contains
150 percent of the established serving
size). Comments generally offered litdle
support, or opposed, such additional
information on the nutrition label. The
general sense of the commentis was that
most consumers would not understand
or use this additional infermation, and
that it would contribute to labzl
overload and confusion.

A manufacturer suggested. as
resclution for the issue, that FDA
establish reference serving sizes, and
that both the reference serving size and
the serving size declared on the product
fabel be required to be used to evaluate
the compliance with FDA criteria for the
descripters. The agency believes that
this suggestion represents a reasonable
appreach to regulating the use of
nutrient content and health claims not
only on single-serving containers but
also all other products when the serving
size declared on the label differs from
the reference amount (e.g., products in
discrete units). Therefore, FDA is
proposing in § 101.12(g) that if the
serving size declared on the product
label differs from the reference amcunt,
the amount of the nutrient or substance
in both the reference amount listed in
§ 101.12(b} and the serving size declarad
on the product label must meet the FDA
criteria for nutrient content and health
claims, as set forth in regulations
relating to such claims, for the food 1o
qualify for the claim.

The agency recognizes that the
proposed appreach could result in
differences in claims made on the same
product depending on the package or
unit size. For example, a product which
contains the same or less than the
reference amount may bear a claim such
as “low sodium,” whereas a single-
serving container of the same product
that contains one and a half times the
reference amount may not. As
mentioned earlier, many industry
comments opposed such differences.
The agency considered using the
reference amount to evaluate whether
label claim meets the criteria for the
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<laim. Industry generally suppor!ed this
option. This option will allow the came
product o bear the same claim
regacdless of the package or unit sixe.
However, it also presents mujor
problems.

If the label serving size cf the product
differs from the reference amouat, and
the preduct dees not meet the criteria
for the claim per serving, it would
require an additional statement on the
lubsel such as “this package content does
not meet the FDA standard for the
claim,” to inform consumers properly.
Such an additional statement would
make the label more complicated.
Considering other additional label
information required by the act, e.g.,
disclaimers, many products, particulacly
small single-serving containers, would
aot have enough space for all of the
additional infermation. Also, such an
additional statement is likely to be
ineffective if it is present all the time.
Furthermore, a product that contains an
undesirably large amount of a nutrient
frem the public health standpoint could
bear a claim for which it is qualified
oaly on the basis of the reference
amount, For example, based on the
reference amount, a product could
qualify for use of a *low sodium™ claim,
which is defined by FDA as 140 mg or
less per serving. The same product in a
large single-serving container coceld
contain more than 140 mg of sodium and
would not qualify but would still be able
to bear the “low sodium” claim. This
result would be misleading and
undesirable from the public health
standpoint. Therefore, FDA decided not
to adopt this option. The agency solicits
comments on this option and on the
approach it has chosen to evaluate
nutrient content and health clalms on
food labels.

J. Other Related Issues

1. Mutrition Information on an as
Packaged Versus an as Consumed Basis

In § 101.9{b)(6) of the 1990 proposal.
FDA proposed that nutrient and food
component quantities be declared on the
basis of the food as packaged or
purchased. Some comments stated that
the declaration should be based on the
food as consumed.

Many products come in a form (e.g..
dry mixes and concentrates) that
requires further preparation or an
addition of other ingredients before
consumption. In many cases, the
nutrient content of these products as
consumed differs from the nutrient
content as packaged. The agency
recognizes that consumers will benefit
from the nutrition informaticn on an as
consumed {prepared) basis since this

information reflacts the nutvient content
of the product actuslly consumed.
Manufacivrers usually provide
directions for preparation on the
package. These directions could be used
asa Lompll<ince tool for requlating
products on an as consumed basis if
there is only one directien for
preparation ard that is the caly
preparation method that consumers use.
Some manufacturers, howeaver, provide
multiple directions for preparation {o.g.,
using different types of fals such as
butter and margarine) and different
directions often yield differen! nutriea!
conterts following the preparaiion.
There is no ebvicus basis for selecting a
particular direction for regulutory
purpose such as for use i providing
nutrition information and for evaluating
label claims. Furthermore, a product
may be used by consumers in many
different ways and the agency has no
control over how a product is used after
purchase. Consequently, FDA cannct
effectively regulate products on an as
consurned basis, Therefore, FDA is
maintaining the “as packaged or
purchased” requirement redesignated as
§ 101.9(b)(9), with the excepticn of raw
fish covered under § 101.42 and canned
fish, canned maraschino cherries,
pickled fruits, olives, and canned or
pickled vegetables. The serving size for
raw fish ig discussed in a separate
rulemaking concerning voluntary
nutrition labeling of raw fruit,
vegetables, and fish thai is published
elsewhere in this issue of the Federal

Register. For purposes of the voluntary

nutrition labeling program; the agency
has defined “raw fish” as fish in the
natural state that have received minimal
or no processing (56 FR 30468 at 30470).
This definition includes “whole or
filleted fish that are fresh (unpackaged
or packaged by the retailer), fre: . frozen
{unpackaged or packaged by the
retailer), or alive in the retail ~:vre {e.g..
lobster, crabj; shrimp that b = been
shelled and deveined; and 1ubstes, ciab,
and shrimp that have been therma'ly
processed or shelled, but not otherwis=
processed or prepared. (56 FR 30468 at
30470). Other forms of fish, such as
packaged frozen fillets, are not included
in the proposed exemption in

$ 101.9(b)(8).

Some foods such as canned fish,
canned maraschino cherries, pickled
fruits, olives, and canned or pickled
vegetables, are usually packed in water,
brine, or oil, but the liquid is usually
discarded before consumption.
Therefore, the nutrient content of these
foods as consumed may differ from the
nutrient content as packaged. FDA
believes that the label serving size most

meaningful for these products would be
ihe serving size based on the drainad
solids. Proposed § 101. 9[b]{‘!) Lxempls
these foods from ihe requirement for
nutrition information on an as packaged
basis. Nutrition information for these
products will be based on the drained
solids. Reference amounts for these
products are based on the drained solids
as customarily consumed, as noted in
the footnote to table 2.

For the benefit of the consumers who
follow the package directions in
preparing these products. the ageacy
encourages manufacturers vuluptdrily to
provide nutrient content of i ne;r
products on an as consumed basis using
the package directions for preparation
and in the case of multiple directions,
using the direction that most likely
represents the major usage of the
product.

Secticn 101.9(d)(2) of the proposed
nutrition labeling regulation (55 FR
29487) provides for the use of an
additional column of figures to declare
nutrition information on the basis of
food as consumed, e.g., cereal with milk
or cake mix prepared according to
instructions.

2. Flexibility in Serving Size Declared on
the Product Label

Some industry comments on. the 1990
proposal expressed the need for greater
flexibility in serving sizes because of
differences, for example, in package
sizes and differences in size between
pieces within packages. In the notice of
public meeting, the agency raised the
issue of whether deviation from the
standard serving size should be allowed
and, if allowed, how much.

A consumer representative at the
public meeting stated that FDA should
allow some deviation in serving size
within a product category. but.that it
should be minimal and should result in a
size close to the amount customarily
consumed to protect consumers from
both ecenomic deception and
misrepresentation of nutrition and
health claims. Another consumer
representative stated that there is no
reason to allow deviation, except for
foods like pizza and pies. An industry
representative stated that a
manufacturer must be permitted
deviation from a uniform serving size
when a feature of a food distinguishes it,
so that a different serving size that more
accurately reflects the amount that is
customarily consumed may be used, e.g.,
a prewrapped slice of cheese would be
the amount that is customarily
consumed. However, the agency has not
received any data on what might be a
feasible deviation for various food
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categories if such deviations wers
allowed.

The agency agrecs that it should
provide some flexibility for the serving
size declared on the product label to
account for differences in package sizes
and differences in size between pieces
within packages. However, uader the
act, the serving size declared on the
product label must at least approximate
the amount customarily consumed, i.e.,
the reference amount established for the
product category. The agency believes
that the nrocedures for converting the
refersnce amount {o gerving size for use
on tha procuct label proposed in
§ 101.9{b}{2) of this reproposzl provide
sufficient flexibility to aceount for the
varied characteristics of different
preducts while assuring & relative
uniformity of serving sizes used for
different hrands within a product
category.

3. Range Versus Fixed Reference
Amount

The Minister of Health and Welfare of
Canada submitted as comments
Canada’s guidelines to the food industry
on serving sizes. The Canadian’
guidelines allow declaration of serving
sizes within established ranges, e.g., 40
to 100 g for a muffin and 200 to 250 mL
for milk.

FDA is proposing to establish specific
reference amounts for 131 product
categories, not ranges of values. As
meniioned earlier, the reference
amounts, if adopted, will serve two
purpeses: (1) They will be used by
manufacturars in determining serving
size for their specific producis, and (2)
they will be used in determining
whether food products meet the
definitions for nutrient content and
health claims. Both of these purposes
require a specific reference amount, not
a range of values. Therefore, FDA is not
proposing fo adopt the Canadian
approach of using a range.

Ir addition, it is difficult to determine
an appropriate range value for each
product category to cover all of the
different shapes and varied
characteristics of products within each
category. FDA also does not know
whether any set range would be
appropriate for products that will enter

-the market in the future. FDA believes
that the procedures in proposed

§ 101.8{(b)(2) for converting the reference
arounts to serving sizes provide the
flexibility necessary to deal with diverse
shapes and characteristics of specific
products. Therefore, FDA has

tentatively concluded that ranges are
not needed. Furthermore, the procedures
that FDA is proposing can be applied to

any products that enter the market as
well as to those currently in the market.
K. The Patition Process

In § 101.12(g) of the 1890 proposal,
FDA proposed to establish a petition
progcess for manufacturers to use to add
to or amend a standard serving size.
Provision for a petition process was
supported by the IOM report and by
comments on the 1990 proposal, as well
as by comments to the notice of the
public meeting on serving sizes. In
§ 101.12{(h), FDA is proposing an
updated petition process for
manufacturers to use to add to or emend
a reference amount listed in § 181.12(b)
or to establish a new subcategory if a
reference amount for a product category
does not apply to a particular product.
Section 101.12(h} describes information
needed by FDA to evaluate a need for
the change or addition requested in the
petition and to determine the
appropriate reference amount for the
petitioned food if the change or addition
is judged to be needed.

As discussed earlier, a few
manufacturers submitted supporting
data with their request for changes in
standard serving sizes in the 1990
proposal. However, these data could not
be used in developing the reference
amounts in this reproposal because of
problems in the methodology used to
collect or to process data (see the
introduction to section IV.D. of this
decument). To help guide manufacturers
in conducting research to collect or
process food conswinption data to
determine the suggested reference
amount in support of a petition, FDA is

* providing the following general

gnidelines:

1. Sampled population should be
representative of the demographic and
socio-econcermic characteristics of the
relevant population group (i.e., infants,
toddlers, or people 4 or more years of
age) for which the food is intended.

2. Sample size (i.e., number of eaters)
should be large enough to give a reliable
estimate of the amount of food that is
customarily consumed.

3. The study pretocol shoeld identify
potentiz! biases and describe how these
potential biases are controlled for, or, if
they cannot be controlled for, kow they
will affect interpretatica of results. For
example, a survey that asks the
participants {o measure the amount of
food that they usually consume or serve
per eating occasion is likely to be biased
by downsizing a food having a negative
nutritional connoctation (e.g., high fat,
high calorie foods) and upsizing for
foods with positive connotations.

4. Methodology used to collect or
process data, including study design,

sampling procedures, materials used
(e.g.. questionnaire, interviewer’s
manual), procedures used to collect or
process data, methods or procedures
used to control for unbiased estimates,
and procedures used to correct for
nonresponse, should be fully
documented.

V. Other Affected Rules

In the 1850 proposal, the agency
preposed to revise 21 CFR 101.8{a) to
provide that where nutrition information
is required, and firms elect to place
statements on product labels concerning
the number of servings in a package in
other locations in addition to the
location where nutrition information is
placed, such statements must be in the
same terms as used for nutrition
information. FDA proposed this revision
te prevent consumer confusion over
serving size. For completeness, FDA is
once again including § 101.8{a) as part of
this reproposal on serving size
regulations.

VI. Environmenial Impact

The agency has determined under 21
CER 25.24 that this proposed rule is of a
type that does not individually or
cumulatively have a significant effect on
the hurnan environment. Therefore,
peither an environmental assessment
nor an environmental impact statement
is required. The proposed requirements
pertaining to serving sizes to be used on
food labels qualify for a categorical
exclusion under.21 CFR 25.24(a){11), and
the proposed requirements pertaining to
petitions that seek to establish or amend
a reference amount qualify for exclusion
under 21 CFR 25.24(a)(8).

VIi. Economic Impact

The food labeling reform initiative,
taken as a whole, will have asscciated
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
develeped one comprehensive
regulatory impact analysis (RIA) that
presents the costs and benefits of all of
the food labeling provisions taken
together. The RiA ig published
elsewhere in this issue of the Federsal
Register. The agency requests comments
on the RIA.

VI Effective Daie

In the 1990 proposal, FDA proposed to
make the serving size regulation
effective 1 year after the publication of a
final rule. FDA requested comment on
this deviation from the agency’s normal
practice of making food labeling
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rogulations effective on the uniform
compliance date that follows
publication of the final rule. The agency
is proposing that any final rule that may
he issued based upon this proposal
hecome effective 6 months following its
publication in the Federal Register.

FDA notes, however, that in section
10(a)(3)(B) of the 1990 amendments,
Congress provides that if the Secretary
of Health and Human Services (the
Secretary), and by delegation FDA, {inds
that requiring compliance with section
403(q) of the act, on mandatory nutrition
labeling, or with 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
econemic hardship, the Secretary may
delay the application of these sections
for no more than 1 year. In light of the
agency's tentative findings in its
regulatery impact analysis that
compliance with the 1990 amendments
by May 8, 1993, will cost $1.5 billion, and
that 6 month and 1 year extensions of .
that compliance data will result in
gavings that arguably cutweigh the lost
benelits, 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{a)(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 questions whether
the costs reflected in the aggregate
number represent “undue economic
hardship.” Therefore, FIJA requests
comments on how it should assess
“undue economic hardship.” Should it
assess this quesiion on a firm-by-firm
basis, as was provided in the bill that
passed the House Committee on Energy
and Commerce (H. Rept. 101-538, 101st
Cong., 2d sess., 24 (1980)), an industry-
by-industry basis, or should it assess
this question on an aggregate basis? If
the agency should take the latter
appreach, comments should provide
evidence that would permit the agency
to make a determination that there is
*“undue economic hardship” for most
companies. FDA also peints 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 10(a){3)(B) of the 1990
amendments as soon as possible after
the comment period closes. The zgency
intends to publish a notice in advance of
any final nde anncuncing how it will
iraplement this section to assist firms 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.”

IX. Comrnenis

Inierested persons may, on or belore
February 25,1992, submit to the Dockets
Management Branch {address above),
written commmenis regarding this
preposal. Two copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments ar = to be identified with the
docket number found in brackets in the
heading of {his dccument. Received
comments may be seen in the office
above betwezn 9 a.m. and 4 p.m.,
Monday through Friday.

X. Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1980 {44 U.S.C. chapter
35), the provisiens of § 101.12(h) relating
to submission of petitions to FDA will
be submitted for approval to the Office
of Management and Budget (OMB).
These provizious will not be effective
until FDA chtzins OMB approval. FDA
will give notice of OMB approval of
these requirements in the Federal
Register as pari of any final rule that is
based on this proposal.

XI. References

The following information has been
placed on fiie in the Dockets
Management Branch (address above)
and may be seen by interesied persons
between 9 2.m. and 4 p.m., Monday
through Friday.

1. Commiitze on ithe Nulrition Components
of Food Labsiing, Fnod and Nutrition Board,
Institute of Medicine, National Academy of
Sciences, “Nutrition Labeling: Issues and
Directions for the 1990s,” National Academy
Press, Washington, DC, 1990.

2. Park, Youngmee X., memo to file,
October 30, 1991,

3. U.S. Depariment of Agriculture,
“Developing the Food Guidance System for
‘Better Eating for Better Health,' a Nutrition
Course for Aduits,” Administrative Report
No. 377, U.S. Depariment of Agriculture,
Hyattsville, M3, 1385 (A condensed version
published by Crenin, F. J,, Shaw, A. M..
Krebs-Smith, S. M., Marsland, P.M., and Light
L., “Developing a Food Guidance System to
Implement the Dietary Guidelines,” journal of
Nutrition Education, 19:281-302, 1987).

4. U.S. Department of Agriculture, “Good
Sources of Nutrients,” Administrative Report
No. 371, U.S. Department of Agriculture,
Hyattsville, MD, 1989.

5. American Diabeies Association, Inc. and
American Dietetic Association. “Exchange
Lists for Meal Planning,” American Diabetes
Association, Alexandria, VA, 1989.

6. U.S. Department of Agriculture, “Food,
The Hassle-Free Guide to a Better Diet,”
Home and Garden Bulletin No. 228, U.S.
Department of Agriculture, Hyattsville, MD
1979.

7. U.S. Department of Hexlth and Human
Services/INational Heart, Lung, and Bloed
Institute, “National Cholesterol Education
Program, Report of the Expert Panel on
Population Straiegies for Blood Cholesterol
Reduction.” NIH Publication No. 90-3047,
Naticnal Institutes of Health, Bethesda, MD,
1961.

8. 1.5, Department of Agriculture and U.S.
Department of Health and Human Services,
“Nutrition and Your Health: Dietary
Guidelines for Americans,” 3 ed., U.S.
Government Printing Office, Washington, BC,
1250.

9. Dennis, D. Adele., memorandum of
meeting dated October 5, 1950.

10. Thompson, Susan, memorandum of
meeting dated October 15, 1990.

11. Stephenson, Marilyn G., memorandum
of meeting dated October 23, 1990.

12. Park, Youngmee K., memorandum of
meeting dated November 5, 1990.

13. Park, Youngmee K., memorandum of
meeting dated December 13, 1990.

14. Johnson, Carl B., memorandum of
meeting dated March 13, 1991.

15. Stephenson, Marilyn G., memorandum
of meeting dated April 12, 1991.

186. Stephenson, Marilyn G., memorandum
of meeting dated June 26, 1991.

17. Park, Yeungmee K., memo to file, June
15, 1890. N

18. Agricultural Research Service, “Food
Yields Summarized by Diiferent Stages of
Preparation,” Agriculture Handbook No. 102,
U.S. Department of Agriculture, Washington,
DC, 1975.

19. Park, Youngmee K., memo to file, March
7,1991,

20. Park, Youngmee K., memo to file,
October 20, 1991.

21. U.S. Department of Agriculture,
Nationwide Food Consumption Survey/
Individual—Spring Quarter 1977-1978,
accession no. PB80-190218/HAE, National
Technical Information Service, Springfield,
VA, 1980.

22, U.S. Department of Agriculture,
Nationwide Food Consumption Survey/
Individual—Summer Quarter 1977-1978,
accession no. PB80-197425/HAE, National
Technical Information Service, Springfield,
VA, 1980.

23. U.S. Department of Agriculture,
Nationwide Food Consumption Survey/
Individual—Fall Quarter 1977-1978,
accession no. PB80-200223/HAE, National
Technical Information Service, Springfield,
VA, 1980.

24. U.S. Department of Agriculture,
Nationwide Food Consumption Survey/
Individual—Winter Quarter 1977-1978,



60416

Federal Register / Vol. 56, No. 229 / Wednesday, November 27, 1981 / Proposed Rules

accession no. PB81-118852/HAE, National

Technical Information Service, Springfield,

VA, 1981,

25. U.S. Department of Agriculture,
Nationwide Food Consumpticn Survey/
Individual Intake—1987-1988, accession no.
PBg0-5(4044, National Technical Information
Service, Springfield, VA, 1950.

26. Life Sciences Research Office, “Impact
of Nonresponse cf Dietary Data from the
1987-1988 Nationwide Food Consumption
Survey,” Federation of American Societies
for Experimental Biology, Rethesda, MD,
1681,

27. United States General Accounting
Cffice, * Nutrition Moniioring,
Mismanrgement of MNutrition Survey Has
Resulted in Questionable Data,” GAO/
RCED-61-117, Washingten, DG, 1921,

23, 1.S. Department of Agricuiture, CSFil:
four days food intake for women and their
children 1-5, 1985, accession no. PB86—
203124G/HIAE, National Technical Information
Service, Springfield, VA, 1988.

245. 1.5, Department of Agriculiure, CSFIL
faod intake for wemen 12-50,

: 13, 1988, accessien no. PB&9-
154355/E.AE National Technical Information
Service, Springfield, VA, 1989.

30. U.S. Department of Agriculture,

- “*Marual of Food Codes and Conversions of
Measures to Gram-weight for use with
Individual Food Intake Data from the 1977-
1978 Nationwide Food Consumption Survey,”
working copy, November 1, U.S. Department
of Agriculture, Hyattsville, MD, 1979.

31. U.8. Department of Agricuiture,
“Manual of Food Codes for Individual
Intake,” Nationwide Food Consumption
Survey 1987-1988, machine-readable version,
U.8. Department of Agriculture, Hyattsville,
MD {unpublished).

32. U.S. Department cf Health and Human
Services/U.S. Department of Agriculiure,
“Nutrition Monitoring in the United States,
An Update Report on Nutrition Monitoring,”
DHHS Publication No. (PHS) 83-1255, U.S.

Government Printing Cffice, Washington, DC,

1989, p. 25.

33. Marmen, Linda L., Youngmee K. Park,
memo to file, October 15, 1981.

24, Serving Size Recommendaticns: Giant,
dated August 5, 1980.

35. Oliver, Janice F., letier to Peter S.
Janzen daied June 6, 1991.

36. Codex Alimentarius Commission,
Codex Alimentarius, vol. VI, Codex
Standards and Guidelines for the Labeling of
Foods and Focd Additives, 2 ed., reference
No. CAC/GL1985, Food and Agriculture
Oroamzatlon of the United Naticns/World

Health Crganization, Rome, Italy, 1985.

List of Subjects in 21 Part 201

Food labeling, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that 21
CFR part 101 be amended as follows:

PART 101—FOOD LABELING

1. The authority citation for 21 CFR
part 101 continues to read as follows:

Authority: Secs. 4, 5, 6 of the Fair Packaging
and Labeling Act {15 U.S.C. 1453, 1454, 1455);
secs. 201, 301, 402, 403, 409, 701 of the Federal
Food, Drug, and Cosmetic Act {21 U.S.C. 321,
331, 342, 343, 348, 371).

2. Section 101.8 is amended by
revising paragraph (a) to read as
follows:

§ 101.8 Labeling of focd with number cf
servings.

(a) The label of any package of a focd
that bears a representation as to the
number of gervings contained in such
package shall bear in immediate
conjunction with such statement, and in
the same size type as is used for such
statement, a statement of the net
quantity (in terms of weight, measure, or
numerical count) of each su(:‘l serving;
however, such statement may be
expressed in terms that di ffer from the
terms used in the required siziement of
nat quantity of contents (for example

cups, tablespoons) when such differing
term is commeon te cookery and
describes a constant quantity. Such
statement may not be misleading in any
particular. Where nutriticn labeling
information is required in accordance
with the previsions of § 191.9, however,
the statement of the net guantity of each
serving shall be consistent with the
requirements for serving size expression
set forth in that section (e.g., 10 1-cup
(240 mlllihters) servmgs) A statement of
the number of units in a package is not
in itself a statement of the number of
servings.
* * * * £l

3. Sectien 161.9 is amended by
revising paragraph (b) to read as
follows:

§ 101.9 Nutrition labeting of focd.
* * * * *

(bj All nutrient and food component
quantities shali be declared in reiation
to a serving or, where the food is
custemarily not consumed directly, to a
portion, as defined in this section.

(1) The term “serving” or “serving
size” means an amount of focd
customarily censumed per eating
occasion by persons 4 years of age or
older which is expressed in a common
househcld measure that is appropriate
to the fosd. When the food is specially
formulated or processed for use by
infants or by toddlers, a serving or
serving size means an amount of food
custemarily consumed per eating
occasion by infants up to 12 months of
age or by children 1 through 3 years of
age. The term “portion” means an
amount of a food that is not typically
expressed in a serving size, i.e., a food
customarily used only as an ingredient
in the preparation of other foods, (e.g.,
¥ cup flour or % cup tomato sauce).

(2) Except as provided in paragraphs
(b)(3) and (b)(4) of this section, serving
(portion) size declared on a proeduct
label shall be determined from the
“Reference Amounts Customarily
Corsumed Per Eating Occasion”
(reference amcunts) that appear in
§ 101.12(b) using the following
procedures:

(i) For products in discrete units (e.g.,
muffin, siiced bread, apple), serving size
shall be the number of units that most
closely approximates the reference
amount for the product category. If a
unit weighs 87 percent or more, but less
than 283 percent of the reference
amount, serving size shall be one un“ H
a unit weighs 200 percent or more cf the
reference amount, the manufacturer may
declare the whole unit as one serving if
the whole unit can reasenably be
consumed at 2 single-eating occasion.

{11} For products in large discrete units
that ars usually divided for consumption
(s.g., cake, pie, pizza, melon, cabbage},
the serving (portion) size shall be the
fractional slice of the food {e.g., Y12
cake, ¥ pie, Y4 pizza, Y% melon, %
cabbage) that most closely
approximates the reference amount for
the product category.

{iif) For nondiscretz bulk products
(e.g., breakfast cereal, flour, sugar),
serving (portion) size shall be the
amount in household measure that most
closely approximates the reference
amount for the product category.

(3) Serving size for meal-type producis
as defined in proposed § 101.13(1) of this
chapter shall be the entire content
(edible portion only) of the package.

(4) A variety pack such as a package
containing several varieties of single-
serving packages and a product having
two or more compartments with each
compartment containing a different food
shall provide nutrition information for
each variety or food per serving size
that is derived from the reference
amount in § 101.12(b) applicable for
each variety or food.

(5) For labeling purposes, the term
“common household measure” or

“common household grnit” means cug,
tablespoon, teaspoen, pisce, slice,
fraction (e.g., Y4 pizza), cunce (cz), or
other common householid equipment
used to package food producis (e.g., jar,
tray). In expressing serving (portion)
size in household measures, the
following rules shall be used:

(i) Cups, tablespcons, or teaspoons
shall be used wherever possible and
appropriate. Cups shali be expressed in
Y4 cup increments, tablespoons in whole
number of tablespoons for quantities
less than Y4 cup but greater than or
equal to 1 tablespoon, and teaspoons u
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whole number of teaspoons for
ruantities less than 1 tablespoon but
areater than or equal to 1 teaspoon and
in ¥ teaspoon increments for quantities
fess than 1 teaspoon,

{ii) I cups, tablespcons or teaspoons
ar~ not applicable, units such as piece.
slice, tray, jar, and fraction shall be
used.

{iii) 1f paragraphs {b}(5)(i) and (b){5){i1}
ol this section are not applicable, oz
may be used with an appropriate visual
unit of measure such as a dimension of a
piece, e.g., 2 oz (56 g} {about 1 inch slice}
for unsliced bread. Ounce
measurementis shall be expressed in 0.5
¢z increments most closely
approximating the reference amount.
with rounding indicated by use of the
torm “about” (e.g., about 2.5 oz}.

(iv) For nutrition labeling purposes. a
teaspoon means 5 milliliters {ml); a
tablespoon means 15 ml; a cup means
240 mL; 1 fluid ounce (fl 0z) means 30
mL; and 1 oz in weight means 28 g.

{6} A product that is packaged or sold
individually and that contains less than
200 percent of the applicable reference
amount shall be considered to be a
single-serving, and the entire content of
the product shall be labeled as one

based on the reference amount
expressed in oz

(i} Declare serving {portion} size as
the approximate whole household
measure that results in a whole number
of servings in the container {e.g.. serving
size: approximately % cup: nuniber of
servings per container: 10) or

{ii) Declare serving {(portion) siz« in
exact household measure and
approximate the number of servings per
container {e.g.. serving size: % cup;
number of servings per container:
approximately 10).

{9) The declaration of nulrient and
food component content shall be on the
basis of foed as packaged or purchased
with the exception of raw fish covered
under § 101.42 and foods that are
packed or canned in water, brine, or oil
but the liquid is not customarily
consumed such as canned fish,
maraschino cherries, pickled fruits,
olives, and canned or pickled
vegetables. Declaration of nutrient and
food component content of raw fish
shall follow the provisions in § 101.45.
Declaration of nutrient and food
compenent content of foods that are
packed in liquid but the liquid is not
customarily consumed, shall be based

occasion by persons in this population
group. These reference amouuts ase
based on data set forth in appropriate
national food consumption surveys.

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

(3) An appropriate national food
consumption survey must include a
lsrge sample size representative of the
demographic and sociceconomic
characteristics of the reilevant
population group and must be based on
consumption data under actua!
conditions of use.

{4) To determine the amount of food
customarily congsumed per eating
occasion, FDA considered the mean,
median, and mode of the consumed
amount per eating occasion.

()Y WWhen sSUrvey data were

serving. Small packages sold
individually that contain 200 percent or

rore of the applicable reference amount
may be labeled as a single-serving if the
entire conient of the package can
reasonably be consumed at a single-
eating occasion.

(7} A labe! statement regarding a
serving {portion) shall be the serving
{portion) size expressed in common
household measures as set forth in
paragraphs (b) (2) through (b){6) of this
section and shall be followed by the
equivalent metric quantity in
parenthesis (fluids in mL and all other
foods in g). In addition, serving {portion}
size may be declared in oz and fl oz, in
parenthesis, following the metric
measure where other common
household measures are used as the
primary unit for serving (portion) size,
e.g., 1 cup (28 g) (1 oz). i a manufacturer
elects to use abbreviations for units, the
following abbreviations shall be used:
thsp for tablespoon, tsp for teaspoon, g
for gram, mL for milliliter, oz for ounce,
and 1 oz for fluid ounce.

(8) In declaring the number of servings
per container, a manufacturer may use
gither of the two options listed below,
choosing the one most meaningful for &
specific preduct. In either case, whole
numbers must be used with the
exception of random weight products.
For random weight products, a
raanufacturer may declare “varied” for
the number of servings per container
provided the nutrition information is

on the drained solids.

{(20) Another column of figures may be
used to declare the nutrient and food
component information on the basis of
100 g or 100 mL or of 1 oz or 1 fl oz of the
food as packaged or purchased, in the
same format as required by paragraph
{c) of this section.

{11) If a product-is promoted on the
label, labeling, or advertising for a use
that differs in quantity by twofold or
greater from the use upon which the
reference amount in § 101.12(b) was
based (e.g., liquid cream substitutes
promoted for use with breakfast
cereals), the manufacturer shall provide
a second column of nutrition
information based on the amount
customarily consumed in the promoted
use, in addition to the nutrition
information per serving derived from the
reference amount in § 101.12(b).

* - w * *

4. Section 101.12 is added to read as

follows:

§ 101.12 Reference amounts customarily
consumesd per eating occasion.

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

{1) FDA calculated the reference
amounts for persons 4 years of age or
older to reflect the amount of food
customarily consumed per sating

o yvatn g fata ywelrs

insufficient, FDA took various other
sources of information on serving
{portion) sizes of food into
consideration. These other sources of
informatien included:

(i) Serving sizes used in dietary
guidance recommendations or
recommended by cother authoritative
systems or organizations;

(ii) Serving sizes recommended in
comments;

(iii) Serving sizes used by
manufacturers and grocers; and

(iv) Serving sizes used by other
countries.

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

{7) The reference amount is based on
the major intended use of the food (e g..
milk as a beverage and not as an
addition to cereal).

(8) The reference amounts for
products that are consumed as an
ingredient of other foods, but that may
also be consumed in the form in which
they are purchased (e.g., butter), are
based on use in the form purchased.

(9) FDA sought to ensure that foods
that have similar dietary usage, product
characteristics, and customarily
consumed amounts have a uniform
reference amount,
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shall bf} ssed ag t e basns fur
determining serving sizes for specific
produsts:

TABLE 1.-—~HEFERENCE AMOURTS
CusToMAariLY CORSUMED PeER EATING

QCCASION: INFANT  AND  TODDLER
Fooopgi:?
e e R i

Product calugory Amoun?

Cereai, dry instent... gy

Cereal, preparad, ready !o serve 4 it0g

Other cereal and grain products, dry 7a
ready-tc-eat, £.g. ready-to-eal cers-

als, cackies, taecthing biscuits, and
{oasts.

Uinner, dessert, frull, vegetable or | 15 g
soup, dry mix.

Dinner, dassert, fruit, vegelable or } 110 g
$OUp, ready-t0-8&rve, junior type.

Dinner, deszert, fruit, vegetable or | 60 g
soup, ready-to-serve, strained type.

Dinner, fruit, vegetable, stew or soup | 170 ¢
for teddlers, ready-to-serve. ]

Egg/egg yolk, ready-io-gserve..... 1558 ¢

Juice, ail varieties 4120 mi

' These values represent the amount of food cus-
tomarily consumed per eating occasion and were
primarily derived from the 1977-1978 and the 1987-
1988 Nationwide Food Censumption Surveys con-
ducted by the U.S. Depariment of Agricuiture.

*Unless ctherwise nofed in the Referance
Amount coiumn, the reference amounis are for the
ready-to-serve or almost ready-to-serve form of the
product (i.e., heat and serve, brown and serve). if
not listed separately, the reference amount for the
unprepared form (e.g., dry cereai) is the amoumt
required to make ore reference amount of the pre-
pared form.

* Manufacturers are required to convert the refor.
ence amount to the label serving size in & household
measurs most appropriate to their specific product
using the proceduras in 21 CFH 101.2(bJ.

TaBLE 2.—REFEREMCE - AMOUNTS Cus-
TOMARILY CONSUMED PER EATING OC-
CASION: GENERAL FOOD SuppLy #2143

I Fleferenc‘e amdum

Product category

Bakery Products:

Breads {excluding
sweet quick type),
biscuits, rolls,
croissants, bagefs,
tortiflas, soft bread
sticks, soft pretzels,

Breakfast bars and
toaster pastries.

Brownies........oovmerocmeres

Cake, heavy weight,
more than or equal
to 10 g per cubic
inch,

Cake, medium weight,
more than or equaé
fo 6 g but less thary
1C g per eubic Inch.

Cake, light weight,
more than or equal
o 4 g but fess than
€ g per cubic inch,
and eclairs,

ake, very light
weight, less thari 4 g
par cubic inch,

55 ¢

. 85 g.

40g.
125 ¢

11Cg.

5

Tagie 2. —REFERENCE AMOUNTS CUS-
TOMARILY CoNsussery PER Eating Oc¢-

CASION: GENERAL,
Continued

Cuoffee cakes,
doughruts, Danigh,
swest 1olis, sweet
quick typa breads,
mufiins,
hushpuppies,
cornbread.

Cookies, swest
crack(-rs,, and
sandwich type
crackers.

Crackers, afl vasieties
excluding sweet and
sandwich type—
inchides hard bread
sticks and ice cream
cones *,

Croutens ..o oovee v

French toast,
pancakes.

Pies, cobblers,
turnovers, ethey

Foon SupeLy ' 7 e

nm—. amaunt

fezo o]

7g
110 ¢

126 g

pastries.

Pie crust ... oo %2 OF B inch crust,
35 of § inch: crust,

Pizza crust.... ...} 66 @.

Taco sheil.. +30g

Waltles....... . 85 9.

Beverages:
Carbonated beverages | 240 mi.

(excluding water],
wine cooler.

Noncarbonated
beverages-—see
fruits and fruit juices
category

Coffee or tea, rogular
or flavored withou!
sugay of cream/
cream substitute,

Coffee or tea, flavorsd
and sweetened,

Water, all types..............

Cereals and Other Grai

Products:

Braakfast cereais (hot
ceresl typel, hominy
arits.

Breakfast cereals,
ready-lo-eat
(weighing less than
2 oz per cup).

Breakfast cereals,
ready-to-eat
{weighing more than
or equal to 3 0z per
cup).

Braakfast cereals,
ready-to-eat, nict
measurable with
cup, e.g., biscuit
type.

Bran or wheat gerrvi......

Flours or cornmea.........

Grains, e.g., fice,
barley, plairy of
seasoned.

Pastas, without sauce....

Pastas, dry, ready-to-
eat, e.g., fried
canned chow mair
nogdias.

240 mL prepared or 2
thsp ground cotfee or
2 tsp dry instarg
cofize or 2.g dry
instant or leal tea.

Amount o make 240 mi
prepared.

240 mb.

1 cup prepared or 40 g

plain dry cerealor 55
g flavored, sweetened
cereal’

1 cup.

15 g.
BVa
140 g preparedt or 45 g

140 ¢ prepared or 65 g
dry

5e

Dessert Toppings and

TABLE 2.—REFERENCE AMOUNTS Cus-

TOMARILY CONSUMED PER Eating Co-
casion: General Foop Suyepty 12

Continued

Pmdud cat‘=qor~,

Re'ex =nce amou» ‘Z

Starch, e.g., 10 ¢
cornsiarch, pata
starch, tapioc
Siting ... . 130 g
Dairv Product
Substitutes:
Cheese, cottage .. {110 ¢
Cheese used prm‘a'n; 55 g

as ingredients, e.g.,
dry coltage chesse,
ricotta cheese,

Cheese, grated hard, 5 ¢

e.g., Parmesan,
Romano.

Cheese, alf others
except thase listed
as separate
categories—includes
cream cheass ang
cheese spread.

Cheese sauce—see
sauce category

Crearm or crearn
substitute, fluid,

Cream or cream
substiftte, powder,

Cream, hait & half...

Eggnog.....coenna.

Milk, condensad,
undiluted.

Milk, evaporated,
undiluted.

Milk, mifk-basedt
drinks, e.g., instant
breakfast, meal
replacement, dones

Shakes or shaka
substitutes, e.g.,
dairy shake mix, fruit
frost mix,

Sour crean

Yogurt ...

Desserts:

lce cream, ice milk,
frozen yogurt,
sherbet: aki types,
bulk and noveltics
{e.g., bars,
sandwiches, conesl.

Sundae ....... .

Custard, gel
puddiing.

OF

Fillings:
Cake frosting or iking.....
Other dessert
toppings, e.¢., fruits,
syrups, marshmaliow
cream, nuts, dairy
and non-dairy
whipped toppings.
Pie flings o]
Egg and Egg Substitutes:
Egg mixtura, e.g., egg
foo yung, scrambled
€gg, omefet.
Eggs talt sizes} * ...
Egg substituies...........

Fats and Oils:
Butter, margaring, oif,
shortening.
Butter replacement,
powder.
Dressings for safad .......f

3 g

15 mi.
' 249

| 30 mi,

- 120 mi.

3G mL.
- 15 mi.,

240 mE.

240 mi.-

Lo cup—mcludes tha
volume for coatings.
and walers for the
novelty type varietics.

41 eup.

Y2 i,

35g.

F 2 thsp.

85 g.
110 g

An amotnt to make ¥
large (30 g egg

: 1 thep.

2g

30 g
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TABLE 2.—~REFERENCE AMOUNTS

Cus-

TOMARILY CONSUMED PER EATING OC-

CASION: GENERAL
Continued

Product category
hMayonnaise, sarndwich
spread, mayonnaisc-
type dressing.
Spray type ....ccccecoeeenenn. :
Fish, Shellfish, and Meat
or Poultry Substitutes:
Bacon substitute,
canned anchovy . *
anchovy paste.
caviar.

Dried, e.g., jerky ....... ... .| 30

Entrees (cooked) with
sauce, e.g., fish with
cream sauce, shrimp
with iobster sauce.

Entrees {cooked)
without sauce, e.g..
piain or fried fish
and shellfish, fish
and shelifish cake

Fish and shelifish,
canned 3,

Substitute for
funcheon meat,
sandwich spread,
{anadian bacon,
sausage and
frankfurter.

Smoked or pickied
fish® or shellfish.

Substitutes for bacon
bits—see
miscellanecus
category

Fruits and Fruit Juice:

Candied or pickled® .......

Dehydrated fruits—ses
snacks category

Dried .o

Fruit for garnish or
flavor, e.g.,
maraschirio
cherries?.

Frit refishes, e.g.,
cranberry sauce,
cranberry relish.

Fruits used prirmarily
as ingredients e.g.,
avocado,
cranbarries, femon.
lime.

Watermelon........coeea.

Al other fruits {except
those listed as
separate
categories), fresh,
canned or frozen.

Juice, nectar, fruit
drinks, or #ruit-
flavored drinks.

Juice used as
ingredients, e.g..
temon juice, fime
juica.

Legumes:

Bean cake {fofu) 5.........

Beans, plain ® or in
sauce.

Miscellaneous category:

Baking powder, baking
soda, pectin.

Baking decorations,
e.g., colored sugars
and sprinkies for
cookies, cake
decorations.

FERT Y

Foob SuppLy

f Reterenca amourt

At
<

025y

55 g.

304

40 g
4g.

12895

140 g

245 mi.

5 mi

85 yg.
Y cup

1g
1ispordgifnot

measurable by
teaspoon

TaBLE 2.—REFERENCE AMOUNTS Cus-
TOMARILY CONSUMED PeER EATiNG Oc-
CASICN: General Fooo Suppry © 7

Continued
Product category

Batter mixes, bread
crumbs, meat,
pouitry, and fish
coaling mixes, dry

Cooking wine ...........

Drink Mixers {without

alcohiol).

Salad and potato
toppers, e.g., salad
crunchies, salad
crispins, substitutes
for bacon bits,

Salt, salt substituta,
seasnning salt (e.g.,
garlic salt).

Seasoning mixes dry,
e.g., chili seasoning
mix, pasta salad
seasoning mix.

Mixed Dishes:

Measurable with cus:,
e.g., casserole,
hash, macaroni and
cheese, pot pie,
spaghetti with
sauce, stew, etc.

ot measurable with
cup, 8.g., burrito,
egg rol, enchilada,
pizza, pizza roll,
quiche, all types of
sandwiches.

Nuts and Seeds:

MNuts, seeds and
rixtures.

Piut and seed butier,
paste, or cream.

Used primarily as
ingredient, e.g.,
coconut, nut and
seed flour, etc.

Putatoes and Sweet

Potatoes/Yams:

French fries, hash
browns, skins, or
pancake.

Mashed, candied,
stuffed, or with
sauce.

Plain, fresh, canned?
ar frozen.

Satads:

Pasta or petato saiad ...

Ajl other salad, e.g.,
egg, fish, shealffish,
bean, fruit, or
vegetable salad.

Sauces, Dips, Gravies
and Condiments:

Barbecue sauca,
Hellandaise sauce,
tartar sauce, other
sauces for dipping
{e.g., mustard saucs,
sweaet and sour
sauce), ail dips {e.g..
bean dips, dairy-
based dips, salsal.
marinade.

Hajor rnain eniree
sauce 6.9., spaghetti
saiice.

Reterence amount

30g

] 30 mL

Amount 10 make 240 mi
drink {without icey

43a

79

LY

Amount 1o make one
roference amount o
tne final dish

140 g, add 55 g for
products with gravy or
sauce topping, e.g.,
enchilada with cheese
sauce, crepe with
whita sauce.®

700

14D g

110 g

140 g
100 g

Y oup

TaBLE 2.—REFERENCE AMOUNTS

Cus

TOMARILY CONSUMED PER EATING OC
CASION: GENERAL FoobD Swuppry 20

Continued
Product category

Minor main entree
sauce {e.g., pizza
sauce, pesio sauce),
other sauces used
as toppings {e.g..
gravy, white sauce,
cheese sauce),
cocktail sauce.

Major condiments,

e.g., catsup, steak
Sauce, S0y sauce.
vinegar, teriyaki
sauce, eic..

Minor condiments,

e.4., horseradish.
hot sauce, mustard,
worcestershire
saucs, etc.

Snacks:

All varieties, chips,
pretzels, popcorns,
extruded snacks,
fruit-based snacks
{e.qg., fruit chips),
grain-based snack
mixes.

Soups:
All varieties........ccocverueeene.
Sugars and Sweets:

Baking candies (e.qg.,
chips) and hard
candies.

All other candies ............

Confectioner's sugar......

Honey, jams, jellies,
fruit buiter,
molasses.

Marshmaifows........c.ccoeeeee

Popsicies, snow cones..

Sugar ..

Sugar substitut

Vagetables:

Vegetabies primarily
used for garnish or
fiavor, e.g., pimento,
chili pepper, green
onion, parsiey: fresh
or canned 5.

Al other vegetables
without sauce: fresh,
canned,® or frozen.

All other vegetahies
with sauce: fresh,
canned, or frozen.

Vegetable juice

Olives #.............

Pickies, all types

Pickles, refish...... .

Yegetable pastes, e.g.,
tomato pasta.

Yegetable sauce or
puree, e.g., tomato
sauce, tomato pures.

Reference amourt

L cap

iibsp

1 isp

1 cup. '
159
40 g.

2 thsp.
1 thsp.

30 g.
85 g.

.8
| An amount equivalent to

one reference amount
for sugar in
sweeiness,

60 mlL.

30g

g5 g.

110 g

.4 240 mL.
.1154q.
.| 30 g
1 154g.

30 g

60 g.

! These values represent the amount {edible por-
tion) of fcod customarily consumed per eating occa-
sion and were primarily derivad from the 1977-1978
and the 1987-1988 Nationwide Food Consumption
Surveys conducted by the USDA.

% Unioss otherwise noted in

the Reference

Amount column, the reference amounts are for the
ready-to-serve or almost ready-to-serve form of the
product {i.e., heat and serve, brown and serve}. if
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not listed separataly, e reference asmount for the
ungrepared form (e.g, dry mixes, concentrates,
dough, battes, fresh and frozen pasta) is the amourt
required to meke ond refarence amcunt of the pre-
pared form,

3 Manufaciursrs are requircd ic convert the refer-
ence amount o the label saiving size in a household
measure most ;)mop'"’-’ to t?\ea' spacific produst
using the procedures in 21 CFIY 101.9(b).

* Label serving size {or ice creara cones and eggs
oi all sizes wilt be one .

¢ Because this preduct is packed or canned in
iquid, and the jiquid is not customarily consumed,
the reference aount is for the drained solids
except for canw:od crezni-style corn and canned or
stewed tomatoes. Bom the solids and lhicuid of
canned cream-styfe con and canned or stewed
tomaioes are cusicinzrily consumed and therefore,
the reference amount for these vegetabies will be
130 g (e, g waght equivalent to %2 cup).

¢ Pizza sauce is part of the pizza and is not
considered o be sauce topping.

(¢} The reference amount of & product
thai requires cooking or the addition of
water or other ingredients shall be the
amount required to prepare one
reference amount of the final product a3
established in paragraph (b} of this

section,

(d} The reference amount for an

imitation or .,ubstuuw foad shail be the
same a6 i:mt of the food for which it is
offered as a sohatitule,

{e} Th" reference amonnt for an
altered version of a food, such as a “low
calorie” version, shall be the same 25 for
the fuod for which it is offered as a
gubstituta,

(T} The reference amount fs r prod
that represeni two or more foods
packaged and prfsentod to be consumed
together (e.q., peanu! butter and jelly,
cracker and cheese pack, puLCdRE’S and
syrupj shali be the sum of the reference
amounis for individeal foeds in the
package.

{2} The reference amount set forth in
paragraphs & } through (f] of this section
shalt-be used in dateimining whether a
product meets the cr.ts.na for nutrient
content claims, such 23 “low caloris,”
and heslih claima. If the serving siza
declared on the produst label differs
from the reference amcunt, both the
reference amount and the serving size
(]"Uul‘élu o the product label shall be

used to riine whether the pred uct

meets tE 1 IA criteria for a cleim

(i} The Commissicrner of Food and
Divugs, either on bis or her own initiative
or ort behalf of any interested persen

~ho has submitted a petition pursusnt
to part 10 of ikis chapier, may issue a
proposal ic establish or amend a
reference amount in § 101.12(b}. A
petition: te establish o amend a
reference amount shall include:

(1) Objective of the petitiom;

{2} A descripiion of the product;

(3} A complete sample product label
including nutrition label, using the
format estzbiished by regulation;

ucts

eie

{41 A\ description of the fons
mix, frozen dough} in which the product
will ke marketed;

(5) The intended diat:‘xw uses of the
product with the major use ideniific 45
(e.g.. miik as a beverage and chips as
snack};

(63 If the intended use is prinarily 23
an ingredient in other foods, list of m(;dsz
or food categories in which the product
will be used as an mgrmmn’ with
information on the pricritization of the
vse;

(7) The populaticn group for which the
produet will be offerad for use fe.g.,
infants, children under 4 years of age};

(8} Tha names of the mos! closely-
related products (or in the case of foods
for special dietary use and imitstion or
substitute foods, the names of the
producis for which they are offered «s
substitutes);

(9) The
(the nmﬁunt of edible nortion of feed
consurmed, excluding bene, seed, shell,
or other inedible componenis} for the
population group for which the product
is intended with full description of the
methodology and procedures that were

used to determine the suggested
reference amount. In determining the
reference amount, general princinles and
factors in paragraph {a) of this sectio
should be followed;

(36) The suggested reference amount
shall be expressed in meiric units.
Reference amaounts for fluids shall be
expressed in milliliters (mL). Reference
amsunts for other foods shali be
expressed in grams {g} except when
common household units guch as cups,
tablespeens, and teasposns, are more
appropriate or are maore Likely io
promote uniformity in serving {portion}
sizes declared on product labels. For
example, common houszehold measure
would be more apprepriate if pmduct:ﬂ
within the same category differ
substantially in density such as ready-
to-eat breakfast cereals and frazen
desserts.

(i} In expnsa.srng the referenc
amounis in ral, the following
ke followed:

(A) For volumes greater than 30 ml.,
the volume shzll be expressed in
multiples of 30 mL.

(B} Fer volumes less than 30 ok, the
volume shall bs expressed in mL
equivalent to 2 v'hcle number of
ieaspoons or one tablespaon, ie. 5, 11,
cor 15 mL. )

{ii) In expressing the reference
amounts in g, the fellowing general rules
shall be followed:

(A) For quantities graater than i g,
the quantity shall be expressed in
nearest 5 g increment.

suggested reference am "t;mﬂ

uggesie

i L;. s shall

¢ weights she

(B} For qua ntities less than 10 g, exact
U} be used.

{11) A petition {o creals a4 new
subcategary of food with its awn
reference amount shsll include the
following additional information:

(i} Dats that demonsirate thot ihe new
subcategery of food will be conisumed iu
amounts that differ enough from the
reference amount for the parent

category to warrant a separate reference
amount. Data must include sample size;
and the mean, median, and modal
consemed amount per eating occasion
for the petitioned product and for all
products in the category, excluding the
petitioned product, All data must be
derived from the same survey data.

(ii} Documentation supporting the
difference in dietary usage and product
characteristics that af{ect the
consumption size that digtinguishes the
peiiticned product from the rest of the
products in the category.

(12) A claim for categerical exclusion
under § 25.24 cf this chapler or an
environmental assessment under § 25.51
of this chapter; and

(13) In conducting research lo collect
or process food consumption data in
suppori of the petition, the following
general guidelines should be followed.

(i} Sampled populziicn selected
should be representative cf the
demographw and socio-cconomic
ch&"aﬂthrm ics of the target popula
roup for which the focd iz mtenuc d.

{ii) Bample size (L.e., number of caters)
ohould be large ¢ M.OL‘gh te give reliable
estimates for customarily consumed
amounis.

(iii) The study protoco! should identify
potential biases and describe how
potential biases are controlled for er, if
not possible to control, how they affect
interpretation of rﬂs"“c

{iv) The methodology used to collect
or pncess data including study d\,\,ig,n.,
sampling pm{,ndurm mal.ﬂxa‘s usad
naire, inlerviewer's
mdm.di) prcxcedt.reb usad to coilect or
process data, methods or pracedures
used to control for unbiased estimates,
and procedures used to correci for
nonresponse, should be fully
documented,

{14] A stztement concerning the

feasibility of convening associztions,
corporations, consumers, and other
inileresied parties to engage in
negotizted rulemaking to develop &
preposed rule consistent with the
Negotiated Rulemaking Act (Pub. L. 191~
648).
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" fonerof Food and Drus
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¥R Doc. 81-27157 Filed 11-26-91; 8145 ¢
BULLING CODE 4159-01-M
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21 CFR Paris 5, 109, and 105
{Bocket No. 9IN-0324]
RN 0305-A008

Food Labeling: Nutrient Content
Cilalms, General Principles, Petitions,
Definition of Terms

aceERCY: Food and Drug Admisistration,
HHS.

acTion: Proposed rule.

susemary: The Food and Drug
Administration (FDA) is proposing: {1}
To amend its food labeling reguiations
io define nutrient content claims and to
provide for their use on foed labels; {2}
to provide definitions for specific
nutrient content claims that include the
terms “low,” “free,” “reduced,” “light”
or “lite,” “source,” and “high;” (3) to
provide for comparative claims using the
terms “less,” “fewer,” and “more;” (4} to
set forth specific requirements for
sodium and calorie claims; (5) to
establish procedures for the submission
and review of petitions regarding
nutrient content claims; (6) to revise 21
CFR 105.66, which covers special dietary
foods with usefulness in reducing or
maintaining caloric intake or body
weight; (7) to establish criteria for the
appropriate use of the term “fresh;” and
{8} to address the use of the term
“natural”, FDA is addressing claims for
cholesterol, fat, and fatty acid content in
a gseparate proposal published
elsewhere in this issue of the Federal
Register. This action is part of the food
labeling initiative of the Secretary of the
Department of Health and Human
Services (the Secretary) and in response
to the Nutrition Labeling and Educatien
Agt of 1990.

DATES: Written comments by February
25, 1992. The agency is proposing that
any final rule that may be issued based
on this proposal become effective 6
months following its publication in
accordance with the provisions of the
Nuirition Labeling and Education Act of
1980.

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

FOR FURTHER INFORMATION CONTACT:
flizabeth . Campbell, Center for Food
Safety and Applied Nutrition {1 {FF-312),
Food and Drug Administration, 200 C 5t.
SW.. Washington, BC 20204, 202-485-
0228,

SUPPLEMEMNTARY INFORMATION:

{. Background

A General

FDA has a long history of interest in
presceibing label statements concerning
the dietary properties of food. As early
as 1940 (5 FR 1199, March 28, 1940), FDA
held a hearing to discuss what label
statements might be used to inform
purchasers of the value that a particular
food purports to have. Initially, these
label statements were concerned with
fvods that purported or were
reprecented to be for special dietary uss
by humans. While these statements
focused to a large extent, but not
exclusively, on vitamins and minerals,
the early rulemaking also dealt with
control of body weight and the value of
food for use in dietary management of
disease through controlling the intake of
various nutrients.

By 1953 (18 FR 7249, November 14,
1953), FDA had begun to focus cn
specific nutrients such as sodium. The
1853 notice, for example, announced a
hearing on label statements relating to
certain foods used as a means of
regulating the intake of sodium for the
purposes of dietary management with
respect to disease. On July 1, 1954 (19 FR
3998), FDA issued a final regulation
recognizing that sodium restricted diets
were widely used for dietary
management of edema associated with
some types of heart, liver, and kidney
diseases; and that food purporting to be,
or represented for, special dietary use in
regulating the intake of sodium in
dietary management should bear
information concerning its sodium
content,

In 1873 (38 FR 20708, August 2, 1973),
FDA issued a final regulation, which
was temporarily stayed and later
revised, in part, as § 105.3 (21 CFR
105.3), stating that the term “special
dietary use” applied to a food supplying
a special dietary need that exists by
reason of a physical, physiological, or
other condition including convalescence,
pregnancy, lactation, infancy, allergic
hypersensitivity to food, underweight,
overweight, diabetes meliitus, or the
need to control the intake of sodium. In
1878, FDA adopted regulations that
defined the terms “low” and *“‘reduced”
for describing calorie content and set
conditions for other label statements on
special dietary foods used to reduce or

maintain weight or in diabetic dicis {43
FR 43278, September 22, 1978).

In the 1980s, FDA changed the focus
of nutrient claims from providing
guidance for the dietary management of
certain diseases o providing
information that is useful to the general
population. In 1984, the agency adopted
regulations (49 FR 15510, April 18, 1984}
that defined how the terms *very low,”
“low,” “free,” or “reduced” may be used
to describe the sodium content of foed.
in addition, in 1986, the agency proposed
to define terms to describe the
cholesters] content of foods (51 FR
42584, November 25, 1986).

This change in fecus towards defining
descriptors is in large part the result of
recent scientific developments and
recommendations that have emphasized
the role of diet in the maintenance of
health. For example, the U.S.
Department of Agriculture (USDA) and
the U.S. Department of Health and
Human Services (DHHS) have jointly
developed a set of recommendations
known as “Dietary Guidelines for
Americans” (Ref. 1). These
recommendations, which were
pubiished in 1980 and revised in 1985
and 1980, are based on the view that the
judicious selection of foods containing
low or high levels of certain nutrienis as
part of an overall diet is prudent on the
part of all consumers, not just those with
special dietary neads.

In addition, two scientific consensus
reports, “The Surgeon General’s Report
on Nutrition and Health” {1988) {Ref. 2)
and the National Academy of Sciences’
report “Diet and Health: Implications for
Reducing Chronic Disease Risk" (1989)
(Ref. 3), concluded that changes in
current dietary patterns, namely
reducing consumption of fat, saturated
fatty acids, cholesterol, and sodium and
increasing consumption of complex
carbohydrates and fiber, could lead to
reduced incidence of certain chronic
diseases.

In the Federal Register of August 8,
1989 (54 FR 32610), FDA published an
advance notice of proposed rulemaking
{ANPRM) that announced a major
initiative of DHHS to take a new look at
food labeling as a tool for promoting
sound nutrition for the nation’s
consumers. FDA asked for public
comment on five areas of foed labeling,
including the use of descriptors such as
*low" or “free” to characterize foods,

FDA received over 2,000 written
comments in response to this notice,
plus over 5,000 responses to a
questionnaire that had been distributed
by a consumer organization, Over 500
comments addressed issues related to
specific descriptors. Four hundred and





