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CURRENT & USEFUL INFORMATION FROM THEFOOD & DRUG ADMINISTRATION

The New Food Label

Grocery store aisles are on their way to becoming avenues
to greater nutritional knowledge.

The new food label will make it possible. Under new regu-
lations from the Food and Drug Administration of the De-
partment of Health and Human Services and the Food Safety
and Inspection Service of the U.S. Department of Agricul-
ture, the food label will soon offer more complete, useful and
accurate nufrition information than ever before.

The purpose of food label reform is simple: ta clear up
confusion that has prevailed on supermarket shelves for
years, to help consumers choose more healthful diets, and to
offer an incentive to food companies to improve the nutri-
tional qualities of their products.

Among key changes taking piace are:

* nutrition labeling for almost all foods. Consumers now
will be able to learn about the putritional qualities of almost
all of the products they buy.

« information on the amount per serving of saturated fat,
cholesterol, dietary fiber, and other nutrients that are of ma-
jor bealth concemn 10 1oday’s consumers

 nutrient reference values, expressed as Percent of Daily
Values, that can help consumers see how a food fits into an
overall daily diet

« uniform definitions for terms that describe a food’s nutri-
ent content—such as “light,” “low-fat,” and “high-fiber’—to
ensure that such lerms mean the same for any product on
which they appear. These descriptors will be particularly
helpful for consumers trying to moderate their intake of calo-
ries or fat and other nutrients, or for those trying o increase
their intake of certain nutrients, such as fiber,

« claims about the relationship between a nutrient and a dis-
ease, such as calcium and osteoporosis, and fat and cancer.
These will be helpful for people who are concerned about
eating foods that may help keep them healthier longer.

» standardized serving sizes that make nutritional compari-
sons of similar products easier

» declaration of total percentage of juice in juice drinks. This
will enable consumers to know exactly how much juice is in
a product.

= voluntary nutrition information for many raw foods.

NLEA

These and other changes are part of final rules to be pub-
lished soon in the Federal Register. FDA's nules meet the
provisions of the Nutrition Labeling and Education Act of
1990 (NLEA), which, among other things, requires nutrition
labeling for most foods (except meat and pouitry) and autho-
rizes the use of nutrient content claims and appropriate FD A-
approved health claims.

Meat and poultry products regulated by USDA are not

covered by NLEA. However, USDA’s regulations closely
parallel FDA's new rules, sumnmarized here.

Effective Dates

The new label may start to appear on products soon, al-
though manufacturers have until May 1994 1o comply with
most of the new labeling requirements. Regulations pertain-
ing to health claims and some parts of the ingredient labeling
rule become effective in May 1993.

As provided by Congress under NLEA, FDA extended the
implementation date for mandatory nutrition labeling and no-
trient content descriptors by one year from the law’s target
date of May 1993 because of “undue economic hardship™
that the earlier effective date would have caused.

Nutrition Labeling—A pplicable Foods

The new regulations will require nutrition labeling on most
foods. In addition, nuirition information currently is volun-
tary for many raw foods: the 20 most frequently eaten fresh
fruits and vegetables and raw fish, under FDA’s voluntary
point-of -purchase nutrition information program. In fact,
point-of-purchase information for raw produce and raw fish
has been available in some grocery stores since November
1991.

Although voluntary, the programs for raw produce and raw
meat, fish and poultry carry strong incentives for retailers to
participate. The NLEA states that if voluntary compliance is
insufficient, nutrition information for such raw foods will be-
come mandatory.

Nutrition Labeling—Exemptions

Under NLEA, some foods are exempt from nutrition labe)-
ing. These include:
« food produced by small businesses (that is, those with food
sales of less than $50,000 a year or total sales of less than
$500,000)
e restaurant food
« food served for immediate consumption, such as that
served in hospital cafeterias and airplanes
* ready-to-eat food prepared primarily on site; for example,
bakery, deli, and candy store items
+ foad sold by food service vendors, such as mall cookie
counters, sidewalk vendors, and vending machines
» food shipped in bulk, as long as it is not for sale in that
form (o consumers
« medical foods, such as those used to address the nutritional
needs of patients with certain diseases
» plain coffee and tea, some spices, and other foods that con-
tain no significant amounts of any nutrients

Although these foods are exempt, they are free (0 carry nu-
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trition information, when appropriate—as long as it complies
with the new regulations.

Also, packages with less than 12 square inches available
for labeling do not have to carry nutrition information. How-
ever, they must provide an address or telephone number for
consumers to obtain the required nutrition information.

Nutrition information about game meats—such as deer, bi-
son, rabbit, quail, wild turkey, and ostrich—may be provided
on counter cards, signs, or other point-of-purchase materials
rather than on individual labels. Because little nutrient data
exists for these foods, FDA believes that allowing this option
will enable game meat producers to give first priority to col-
lecting appropriate data and make it easier for them to update
the information as it becomes available.

Nutrition Panel—Content

The new food label will feature a revamped nutrition
panel. It will be headed with a new title, “Nutrition Facts,”
which replaces “Nutrition Information Per Serving.” The
new name will signal to consumers that the product Iabel
meets the new regulations.

There will be a new set of dietary components on the nutri-
tion panel. The mandatory (underlined) and voluntary com-
ponents and the order in which they must appear are:

toial calodes

galories from fat

calories from saturated fat

fotal fat

» saturated fat

* polyunsaturated fat
* monounsaturated fat
* cholestero]

* potassium

* total carbohvdmts

dictary fiber
* soluble fiber
* insoluble fiber
« sugar alcohol (for example, the sugar substitutes xylitol,
mannitol and sorbitol)
» other carbohydrate (the difference between total carbohy-
drate and the sum of dietary fiber, sugars, and sugar alcohol
if declared)
* protein
* galcium
* iron
» other essential vitamins and minerals

1f a claim is made about any of the optional components,
or if a food is fortified or enriched with any of them, nutri-
tion information for these components then becomes manda-
tory.

These mandatory and voluntary components are the only
ones allowed on the nutrition panel. The listing of single
amino acids, maltodextrin, calories from polyunsaturated fat,

and calories from carbohydrates, for example, may not ap-
pear as part of the nutrition facts on the label.

The required nutrients were selected because they address
today's health concerns. The order in which they must ap-
pear reflects the priority of current dietary recommendations.

Thiamin, riboflavin and niacin will no longer be required
in nutrition labeling because deficiencies of each are no
longer considered of public bealth significance. However,
they may be listed voluntarily.

Nutrition Panel—Format

The format for declaring nutrient content per serving also
has been revised. Now, all nutrients must be declared as a
percent of their Daily Value—the new label reference values.
The amount, in grams, of macronutrients (such as fat, choles-
terol, sodium, carbohydrates and protein) still must be lListed
to the immediate right of each of the names of each of these
nutrients. But, for the first time, a column headed “% Daily
Value™ will appear, as will a foomote to help consumers
place their individual nutrient needs with respect to the Daily
Values used on the label.

Requiring nutrients to be declared as a percent of the Daily
Value is intended to prevent misinterpretations that arise
with quantitative values. For example, a food with 140 milli-
grams (mg) of sodium could be mistaken for a high-sodium
food because 140 is a relatively large number. In actuality,
however, that amount represents less than 6 percent of the
Daily Value for sodium, which is 2,400 mg.

On the other hand, a food with 5 grams (g) of saturated fat
could be construed as being low in that nutrient. But, in fact,
that food would provide one-fourth the total Daily Value be-
cause 20 g is the Daily Value for saturated fat based on a
2,000-calorie diet.

Format Modifications

Variations in the format of the nutrition panel are allowed.
Some are mandatory. For example, the labels of foods for
children under 2 (except infant formula, which has special la-
beling rules under the Infant Formula Act of 1980) may not
carry information about saturated fat, polyunsaturated fat,
monounsaturated fat, cholesterol, calories from fat, or calo-
ries from saturated fat.

The reason is to prevent parents from wrongly assuming
that infants and toddless should restrict their fat intake, when,
in fact, they should not. Fat is important during these years to
ensure adequate growth and development.

Also, the labels of foods for children under 4 may not in-
clude the percent of Daily Values per serving or the actual
Daily Values for macronutrients. Only the percent of the
Daily Values for vitamins and minerals is allowed. The rea-
son: FDA has not established Daily Values for macronutri-
ents for this age group.

Some foods may qualify for a simplified label format. This
format is allowed when the food contains insignificant
amounts of seven or more of the mandatory nutrients and to-
tal calories. “Insignificant” means that a declaration of zero
could be made in nutrition labeling, or, for total carbohy-
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drate, dietary fiber, and protein, the declaration states “less
than1g.”

For foods for children under 2, the simplified format may
be used if the product contains insignificant amounts of six
or more of the following: calories, total fat, sodium, total car-
bohydrate, dietary fiber, sugars, protein, vitamins A and C,
calcium, and iron. ‘

If the simplified format is used, information on total calo-
ries, total fat, total carbohydrate, protein, and sodium—even
if they are present in insignificant amounts—must be listed.
Otber nutrients, along with calories from fat, must be shown
if they are present in more than insignificant amounts. Nutri-
ents added to the food must be listed, too.

Small and medium-size packages will be granted certain
exceptions to make the nutrition labeling practical on the
smaller space.

Serving Sizes

Whatever the format, the serving size remains the basis for
reporting éach food's nutrient content. However, unlike in
the past, when the serving size was up to the discretion of the
food manufacturer, serving sizes now will be more uniform
and will reflect the amounts that people actually eat. They
also must be expressed in both common household and met-
ric measures.

NLEA define$ serving size as the amount of food custom-
arily eaten at one time. The serving sizes that appear on food
labels will be based on FD A-established lists of “Reference
Amounts Customarily Consumed Per Eating Occasion.”

These reference amounts, which are part of the new regu-
lations, are broken down into 139 FDA-regulated food prod-
uct categories, including 11 groups of foods specially formu-
lated or processed for infants or children under 4. They list
the amounts of food customarily consumed per eating occa-
sion for each category, based primarily on national food con-
sumption surveys. FDA's list also gives the suggested label
statement for serving size declaration. For example, the cat-
egory “breads (excluding sweet quick type), rolls™ has a ref-
erence amount of 50 grams, and the appropriate label state-
ment for sliced bread or roll is “__ piece(s) (_ g)" or, for
unsliced bread, “2 oz (56 g/_ inch slice).”

The serving size of products that come in discrete units,
such as cookies, candy bars and sliced products, is the num-
ber of whole units that most closely approximates the refer-
ence amount. Cookies are an example. Under the “bakery
products” category, cookies have a reference amount of 30 g.
The household measure closest to that amount is the number
of cookies that comes closest to weighing 30 g. Thus, the
serving size on the label of a package of cookies in which
each cookie weigbs 13 g would read “2 cookies (26 g).”

If one unit weighs more than 50 percent but less than 200
percent of the reference amount, the serving size is one unit.
For example, the reference amount for bread is 50 g; there-
fore, the label of a loaf of bread in which each slice weighs
more than 25 g would state a serving size of one slice.

Certain rules apply to food products that are packaged and
sold individually. If such an individual package is less than

200 percent of the applicable reference amount, the item
qualifies as one serving. Thus, a 360-milliliter (12-fluid-
ounce) can of soda is one serving, since the reference amount
for carbonated beverages is 240 mL. (8 ounces).

However, if the product has a reference amount of 100 g
or 100 mL or more and the package contains more than 150
percent but less than 200 percent of the reference amount,
manufacturers have the option of deciding whether the prod-
uct can be one or two servings.

An example is a 15-ounce (420 g) can of soup. The serv-
ing size reference amount for soup is 245 g. Therefore, the
manufacturer has the option to declare the can of soup as one
OT two servings.

Daily Value—DRYVs

The new label reference value, Daily Value (DV), com-
prises two new sets of dietary standards: Daily Reference
Values (DRVs) and Reference Daily Intakes (RDIs). Only
the Daily Value term will appear on the iabel, though, to
make label reading less confusing.

As part of new regulations, DR Vs are being introduced for
macronutrients that are sources of energy: fat, carbohydrate
(including fiber), and protein; and for cholesterol, sodium
and potassium, which do not contribute calories.

DRV:s for the energy-producing nutrients are based on the
number of calories consumed per day. A daily intake of
2,000 calories has been established as the reference. This
level was chosen because it has the greatest public health
benefit for the nation.

DRVs for the energy-producing nutrients are calculated as
follows:

« fat based on 30 percent of calories

« saturated fat based on 10 percent of calories

« carbohydrate based on 60 percent of calories

» protein based on 10 percent of calories. (The DRV for pro-
tein applies only o adults and children over 4. RDls for pro-
tein for special groups have been established.)

* fiber based on 11.5 g of fiber per 1,000 calories.

Because of current public bealth recommendations, DRVs
for some nutrients represent the uppermost limit that is con-
sidered desirable.The DRVs for fats and sodium are:

* total fat: less than 65 g

« saturated fat: less than 20 g

* cholesterol: less than 300 mg
* sodium: less than 2,400 mg

Daily Value—RDIs

The RDI replaces the term “U.S. RDA,” which was intro-
duced in 1973 as a label reference value for vitamins, miner-
als and protein in voluntary nutrition labeling. The name
change was sought because of confusion that existed over
“U.S. RDAs,” the values determined by FD A and used on
food labels, and “RDAs” (Recommended Dietary Allow-
ances), the values determined by the National Academy of
Sciences for various population groups and used by FDA to
figure the U.S. RDAs.

However, the values for the new RDIs will remain the




same as the old U.S. RDAs for the time being. Under the
provisions of the Dietary Supplement Act of 1992, FDA
plans to propose after Dec. 31, 1993, new values for the
RDIs.

Nutrient Content Descriptors

The new regulations also spell out what terms may be used
to describe the level of a nutrient in a food and how they can
be used. These are the core terms:

* Free. This term means that a product contains no amount
of, or caly trivial or “physiologically inconsequential”
amounts of, one or more of these components: fat, saturated
fat, cholesterol, sodium, sugars, and calories. For example,
“calorie-free” means fewer than 5 calaries per serving and
“sugar-free” and “fat-free” both mean less than 0.5 g per
serving. Synonyms for “free” include “withput,” “no” and
“zero.”

» Low. This term could be used on foods that could be eaten
frequently without exceeding dietary guidelines for one or
more of these components: fat, saturated fat, cholesterol, so-
dium, and calaries. Thus, descriptors would be defined as
follows:

» low fat: 3 g or less per serving
low saturated fat: 1 g or less per serving
low sodium: less than 140 mg per serving
very low sodium: less than 35 mg per serving

o low cholesterol: less than 20 mg per serving

» low calorie: 40 calories or less per serving.

Synonyms for low include “little,” “few,” and “low source
of”

* Lean and extra lean. These terms can be used to describe
the fat content of meat, poultry, seafood, and game meats.

o lean: less than 10 g fat, less than 4 g saturated fat, and

less than 95 mg cholesterol per serving and per 100 g.

+ extra lean: less than 5 g fat, less than 2 g saturated fat,

and less than 95 mg cholesterol per serving and per 100 g.
* High. This term can be used if the food contains 20 per-
cent or more of the Daily Value for a particular nutrient in a
serving.
¢ Good source. This term means that one serving of a food
contains 10 to 19 percent of the Daily Value for a particular
nutrient.

» Reduced. This term means that a nutritionally altered
product contains 25 percent less of a nutrient or of calories
than the regular, or reference, product. However, a reduced
claim can’t be made on a product if its reference food al-
ready meets the requirement for a “Jow” claim.

» Less. This term means that a food, whether altered or not,
contains 25 percent less of a nutrient or of calories than the
reference food. For example, pretzels that have 25 percent
less fat than potato chips could carry a “less” claim. “Fewer”
is ap acceptable synonym.

« Light. This descriptor can mean two things:

First, that a nutritionally altered product contains one-third
fewer calories or half the fat of the reference food. If the
food derives 50 percent or more of its calories from fat, the
reduction must be 50 percent of the fat.

Second, that the sodium content of a low-calorie, low-fat
food has been reduced by 50 percent. In addition, “light in
sodinm’ may be used on food in which the sodinm content
has been reduced by at least 50 percent.

The term “light” still can be used to describe such proper-
ties as texture and color, as long as the label explains the in-
teat; for example, “light brown sugar” and “light and fluffy.”
o More. This term means that a serving of food, whether al-
tered of nok, contains a nutrient that is at least 10 percent of
the Daily Value more than the reference food. The 10 per-
cent of Daily Value also would apply to “fortified,” “en-
riched” and “added” claims, but in those cases, the food must
be altered.

Other Definitions

The regulations also address other claims. Among them:
o Percent fat free: A product bearing this claim must be a
low-fat or a fat-free product. In addition, the claim must ac-
curately reflect the amount of fat present in 100 g of the
food. Thus, if a food contains 2.5 g fat per 50 g, the claim
must be “95 percent fat free.”
* Implied: These types of claims are prohibited when they
wrongfully imply that a food contains or does not contain a
meaningful level of a nutrient. For example, a product claim-
ing to be made with an ingredient known to be a source of fi-
ber (such as “made with oat bran”) is not allowed unless the
product contains enough of that ingredient (for example, oat
bran) to meet the definition for “good source™ of fiber. As
another example, a claim that a product contains “no tropical
oils” is allowed—but only on foods that are “low” in saw-
rated fat because consumers have come to equate tropical
oils with high saturated fat.
¢ Meals and main dishes: Claims that a meal or main dish is
“free” of a nutrient, such as sodium or cholesterol, must meet
the same requirements as those for individual foods. Other
claims can be used under special circumstances. For ex-
ample, “low-calorie” means the meal or main dish contains
120 calories or less per 100 g. “Low-sodium" means the food
has 140 mg or less per 100 g. “Low-cholesterol” means the
food contains 20 mg cholesterol or less per 100 g and no
more than 2 g saturated fat. “Light” means the meal ar main
dish is low-fat or low-calorie.
* Standardized foods: Any nutrient content claim, such as
“reduced fat,” “low calorie,” and “light,” may be used in
conjunction with a standardized term if the new product has
been specifically formulated to meet FDA's criteria for that
claim, if the product is not nutritionally inferior to the tradi-
tional standardized food, and the new product complies with
certain compositional requirements set by FDA. A new prod-
uct bearing a claim also must have performance characteris-
tics similar to the referenced traditional standardized food. If
the product doesn’t, and the differences materially limit the
product’s use, its label must state the differences (for ex-
ample, not recommended for baking) to inform consumers.
* Healthy: FDA also is issuing a proposal to define the term
“bealthy.” Under that proposal, “healthy” could be used to
describe a food that is low in fat and saturated fat and con-
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tains no more than 480 mg sodium and no more than 60 mg
cholesterol per seving. A final rule is expected in 1993.

“Fresh”

Although not mandated by NLEA, FDA also issued a
regulation for the term “fresh.” The agency took this step be-
cause of concern over the term's possible misuse on some
food labels.

The regulation defines the term “fresh” when it is used to
suggest that a food is raw or unprocessed. In this context,
“fresh” can be used only on a food that is raw, has never
been frozen or heated, and contains no preservatives. (Irra-
diation at low levels is allowed.) “Fresh frozen,” “frozen
fresh,” and “freshly frozen” can be used for foods that are
quickly frozen while still fresh. Blanching (brief scalding be-
fore freezing to prevent nutrient breakdown) is allowed.

Other uses of the term “fresh,” such as in “fresh milk” or
“freshly baked bread,” are not affected.

Baby Foods

FDA is not allowing broad use of nutrient claims oo infant
and toddler foods. However, the agency may propose later
claims specifically for these foods. The terms “unsweetened”
and “unsalted” are allowed on these foods, bowever, because
they relate to taste and not nutrient content.

Health Claims

Claims for seven relationships between a nutrient or a food
and the risk of a disease or health-related condition will be
allowed for the first time. They can be made in several ways:
through third-party references, such as the National Cancer
Institute; statements; symbols, such as a heart; and vignettes
or descriptions, Whatever the case, the claim must meet the
requirements for authorized health claims; for example, they
cannot state the degree of risk reduction and can only use
“may” or “might” in discussing the nutrient or food-discase
relationship. And they must state that otber factors play a
role in that disease.

They also must be phrased so that the consumer can under-
stand the relationship between the nutrient and the disease
and the putrient’s importance in relationship to a daily diet.

An example of an appropriate claim is: “While many fac-
tors affect heart disease, diets low in satrated fat and choles-
terol may reduce the risk of this disease.”

The allowed nutrient-disease relationship claims and rules
for their use are:

o Calcium and osteoporosis: To carry this claim, a food
must contain 20 percent or more of the DV for calcium (200
mg) per serving, have a calcium content that equals or ex-
ceeds the food's content of phosphorus, and contain a form
of calcium that can be readily absorbed and used by the
body. The claim must name the target group most in oeed of
adequate calcium intakes (that is, teens and young adult
white and Asian women) and state the need for exercise and
a healthy diet. A product that contains 40 percent or more of
the DV for calcium must state on the label that a total dietary
intake greater than 200 percent of the DV for calcium (that

is, 2,000 mg or more) has no further known benefit.

o Fat and cancer: To carry this claim, a food must meet the
descriptor requirements for “low-fat,” o, if fish and game
meats, for “extra lean.”

« Saturated fat and cholesterol and coronary heart disease
(CHD): This claim may be used if the food meets the defini-
tions for the descriptors “low saturated fat,” “low-choles-
terol,” and “low-fat,” or, if fish and game meats, for “extra
lean.” It may mention the link between reduced risk of CHD
and lower saturated fat and cholesterol intakes to lower
blood cholesterol levels.

o Fiber-containing grain products, fruits and vegetables
and cancer: To carry this claim, a food must be or must con-
tain a grain product, fruit or vegetable and meet the descrip-
tor requirements for “low-fat,” and, without fortification, be
a “good source” of dietary fiber.

» Fruits, vegetables and grain products that contain fiber
and risk of CHD: To carry this claim, a food must be or
must contain fruits, vegetables and grain products. It also
must meet the descriplor requirements for “low saturated
fat,” “low-cholesterol,” and “low-fat™ and contain, without
fortification, at least 0.6 g soluble fiber per serving.

* Sodium and hypertension (high blood pressure): To carry
this claim, a food must meet the descriptor requirements for
“low-sodium.”

» Fruits and vegetables and cancer: This claim may be
made for fruits and vegetables that meet the descriptor re-
quirements for “low-fat” and that, without fartification, for
“good source” of at least one of the following: dietary fiber
or vitamins A or C. This claim relates diets low in fat and
rich in fruits and vegetables (and thus vitamins A and C and
dietary fiber) to reduced cancer risk. FDA authorized this
claim in place of an antioxidant vitamin and cancer claim.

Folic Acid

In its soon-to-be published rules, FDA is denying the use
of a health claim for folic acid and neural tube defects. In
September 1992, the U.S. Public Health Service recom-
mended that all women of childbearing age consume 0.4 mg
of folic acid daily to reduce their risk of having a pregnancy
affected with a neural tube defect PHS identified several is-
sues that remain to be resolved before FDA can take appro-
priate action to implement the recommendation and to decide
whether to authorize a claim. The issues include the appro-
priate level of folic acid in food, safety concerns regarding
increased intakes of folic acid, and specific options for
implementation.

In November 1992, FDA convened an advisory committee
to consider these issues. FDA is now reviewing that
committee’s recommendations.

Ingredient Labeling

As part of the new rules, the list of ingredients will un-
dergo some changes, too. Chief among them is a new regula-
tion that requires full ingredient labeling on “standardized
foods,” which previously were exempt. Ingredient declara-
tion will now have to be on all foods that have more than ooz




ingredient.

Also, the ingredient list will inciude, when appropriate:

e FDA-certified color additives, such as FD&C Blue No. 1,
by name

» sources of protein hydrolysates, which are used in many
foods as flavors and flavor enhancers

* declaration of caseinate as amilk derivative in the ingredi-
ent list of foods that claim to be non-dairy, such as coffee
whiteners

The main reason for these new requirements is that some
people may be allergic to such additives and will now be bet-
ter able to avoid them. ’

As required by NLEA, beverages that claim to contain
juice now must declare the total percentage of juice on the
information panel. In addition, FDA's regulation establishes
cTiteria for naming juice beverages. For example, when the
label of a multi-juice beverage states one or more—but not
all—of the juices present, and the predominantly named
juice is present in minor amounts, the product’s name must
state that the beverage is flavored with that juice or declare
the amount of the juice in a 5-percent range; for example,
“raspberry flavored juice blend” or “juice blend, 2 to 7 per-
cent raspberry juice.”

Economic Impact

It is estimated that the new food label will cost FDA-regu-
lated food processors between $1.4 billion and $2.3 billion
over the next 20 years. The benefits to public health—mea-
sured in monetary terms—are estimated to well exceed the
costs. Potential benefits include decreased rates of coronary
beart disease, cancer, osteoporosis, obesity, high blood pres-
sure, and allergic reactions to food.

Public Education
To help consumers get the most from the new food label,

FDA and USDA bave embarked on a multi-year food label-
ing education campaign. The campaign involves participa-
tion from consumer, trade and health groups, as well as other
government agencies. Its purpose is to increase consumers’
knowledge and effective use of the new food label and assist
them in making accurate and sound dietary choices in accor-
dance with the Dietary Guidelines for Americans.

Along with the new food label, education materials are ex-
pected to start making their appearance in early 1993.

Ordering Federal Register Documents

Reprints of the Federal Register document containing the
regulations will be available for $4.50 a set from the U.S.
Government Printing Office (GPO). Orders can be made by
writing to the Superintendent of Documents, Washington,
DC 20401, or calling (202) 783-3238, or faxing to (202)
512-2250. The GPO order number is 069-001-00045-9. Rush
service will be available. Check, money order, VISA, and
MasterCard are accepted.

Copies also will be available for sale at the main GPO
bookstore at 710 North Capitol St., N.W., Washington, DC
20402,

Upon publication, the regulations also will be available on
computer diskettes. A package of four diskettes with supple-
mental printed material will cost $88.50. Orders can be
placed after publication by writing to the Superintendeat of
Documents or by calling GPO at (202) 512-1530 or faxing to
(202) 512-1262. A limited number of diskettes also will be
available for sale at the main GPO bookstore in Washington,
D.C. To check on availability, call (202) 512-0132, Refer o
order number 069-001-00046-7.

The documents also will be available on the Federal Bulle-
tin Board for downloading by those who hold a Superinten-
dent of Documents deposit account. To find out when the
documents have been placed on the computer bulletin board,
call (202) 512-1387.




I Ne New rooa Lape! at a2 iance

Serving sizes
are now more
consistent across
product lines,
stated in both
household and
metric measures,
and reflect the
amounts people
actually eat.

The new food label will carry an up-to-date, easier-to-
use nutrition Information guide, to be required on
almost all packaged foods (compared to about 60
percent of products up till now). The guide will serve
as a key to help in planning a healthy diet.*

Serving Size /2 cup (114g)
Servings Per Container 4

oun Per Serving
Calories 90

-

Calories from Fat

3 DA Ay T LA

% Daily Value*

e

The list of
nutrients

covers those
most important to
the heaith of
today's consum-
ers, most of
whom needto
worry about
getting too much
of certain items
(tat, for example),
rather than too
few vitamins or
minerals, as in
the past.

The label will
now tell the
number of
calories per
pgram of fat,
carbohydrates,
and protein.

Viamin A 80% s

Total Fat 3g 5%
Saturated Fat 0Og 0%

Cholesterol Omg 0%

Sodium 300mg 13%

Total Carbohydratei3g 4%
Dietary Fiber 3g 12%
Sugars 3g

Protein 3g

Calcium 4% °

lower depending on your calorie needs:

* Percent Daily Values are based on a 2,000
calorie diet. Your daily values may be higher or

Calories 2,000 2,500

Total Fat Less than 65g 80g

Sat Fat Lessthan 20g 25g
Cholesterol  Lessthan  300mg 300mg
Sodium Lessthan  2,400mg 2,400mg
Total Carbohydrate 300g 3759

Fiber 259 30g
Calories per gram:
Fat 9 ¢ Carbohydrates 4 e Protein 4

* This label is only a sample. Exact specifications are in the final rules.

Source: Food and Drug Administration 1992

New title signals
that the label
“contains the
newly required
information.

Calories from fat
are now shown on
the label to help
consumers maet
dietary guidelines

e—

that recommend
people get no
more than 30
percent of their
calories fromfat.

% Daily Value
shows how a
food fits into the
overall daily diet.

Daily values are
also somathing
new. Some are
maximums, as with
fat (65 grams ot
less); others are
minimums, as with
carbohydrates (300
grams Qr more).

| The daity valuss on

the label are based
on a daily diet of
2,000 and 2,500
caloriss. individu-
als should adjust
the values to fit
their own calorie
intake.




FOOD LABEL FORMATS *

1. PACKAGE LABELS OF LESS THAN 12 SQ. IN. MUST MEET THE FOLLOWING NUTRITION
LABEL REQUIREMENT:

No Nutrition Label. Must display telephone number or address
for consumer to call or write for nutrition information.

2. PACKAGE LABELS BETWEEN 12 AND 40 SO. IN.
MUST MEET THE FOLLOWING MINIMUM
NUTRITION LABEL REQUIREMENT:

Nutrition Facts|
Serving Size 'f2cup (114g) l
Servings Per Container 4 |
R
Amount Per Serving
Calories 260 Calones from Fat 120
% Daby Yaiuse
Total Fat 139 20%
Satrstad Fat 59 25%
3. PACKAGE LABELS OF 40 OR MORE Cholesterol 20mg 10%
SQ. IN. MUST MEET THE :““"m 5 f::
FOLLOWING MINIMUM NUTRITION e
LABEL REQUIREMENT: Sugars 59
Protein 59
RN
VRN A 4% * Vimrre C 2% ¢ Caicusn 19% ¢ ne%
Nutrition Facts avorihiog Apatrid bkl
Semwing Size '/2cup (114g) Of Kowsr GEOBNCENG ON YO CRNS NBeAS.
Servings Per Contamaer 4
Amourt Per Serving
Calorios 260 Calones from Fat 120
% Daiby Vakso?
Total Fat 139 20%
Satszisd Fat 59 25%
Choleetarci Mg 10% 4. PACKAGE LABELS FOR FOODS CONTAINING
Sodium 660mg 28% LIMITED NUTRIENTS MAY USE A SIMPLIFIED
Total Carbohydrato 319 11% FORMAT, E.G., FOR A SOFT DRINK:
Dietary Fiber Og o%

mn- Vi C 2% ¢ Caaam 1% ¢ kn &%

T Parart Duty Veins o beoed o1 4 200 Nutrition Facts
caxcrio At Your caly veluas may be higher : Serving Size 1 can (240 mi)
CF owar CApSICng ON YOLF CRIoNs e
ot Armours Per Sorving
Tafd Lamten 05 (] Caiories 145
SaafFsg tasten 2D 22 . — S
Colssery (asaten X0OMg X0 *» Omity Vatue*
.;:.m Lamyen 2400mg 2400mg Total Fat 09 0%
Catxhyeme 09 :7:9 Sodium 20mg 1% |
el = Total Carbohydrate 36 12
1gFa st m
2 Carocrycrem = & cacoe Sugars 36 g
1gPxmins cares | Protein 09 0%
]
* Percars Daiv Vaue (DVI o Desea on 2.000
2008 09t Your Datv VRius Mmav be fegrer
OF IOWSI. GEDINCENG ON YOUY CRIONG NESCS -

*These labels are only samples. Exact specifications are in the final rules.

1



The New Food Label at a Glance

Descriptors: While
descriptive terms like
“low,” "good source,”
and “free” have long
been used on food
labals, their meaning
— and their usefulness
in helping consumers
plan a healthy diet —
have been murky.
Now FDA has set
specific definitions for
these terms, assuring
shoppers that they can
believe what they read
on the package:

“ree shigh
light slow
“more sraduced

*good source *less
For fish, meat and
poultry:

dean

sgxtra lean

Ingredients still will be
listed in descending  L—
order by weight, and

now the list will be
required on almost all
{foods, even standard-
ized ones like mayon-

naise and bread.

Health claim massage
referred to on the front
panel is shown here.

FROZEN MIXED VEGETABLES

r IN SAUCE )

) . NETWT.89 02 {252 g
Ingredients: Broccoli, carrots, green beans, water chestnuts,
soybean oil, milk solids, modified cornstarch, salt, spices.

“While many factors affect heart disease, diets low in saturated
fat and cholesterol may reduce the risk of this disease.”

Source: Food and Drug Administration 1992

Health Claims: For
the first time, food
labels will be allowed
to carry information
about the link
between certain
nutrients and specific
diseases. Forsuch a
“health claim” to be
made on a package,
the Food and Drug
Administration must
first determine that
the diet-disease link
is supported by
scientific evidence.
A this time, FDA is
allowing seven
specific claims about
the relationships
between:

oat and cancer risk
*saturated fat and
cholesterol and heart
disease risk

scalcium and
osteoporosis risk
*30dium and hyper-
tansion risk

oruits, vegetables
and grains that
contain soluble fiber
and heart disease
risk

oiber-containing grain
products, fruits and
vegelables and
cancer risk

oruits and vegetables
and cancer risk.

(panutruo) 13q077 oo .1

L 28vd
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Washington DC 20204

January 6, 1993

Mandatory Nutrition Labeling -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: FDA is amending its regulations to require nutrition labeling for most foods offered
for sale and regulated by FDA. The nutrition label is required to include information on total
calories and calories from fat and on amounts of total fat, saturated fat, cholesterol, sodium, total
carbohydrates, dietary fiber, sugars, protein, vitamin A, vitamin C, calcium, and iron -- in that
order. Manufacturers also may voluntarily declare information on calories from saturated fat and
on amounts of polyunsaturated and monounsaturated fat, soluble and insoluble fiber, sugar alcohol,
other carbohydrate, potassium, additional vitamins and minerals for which Reference Daily Intakes
{RDls) have been established, and the percent of vitamin A present as beta-carotene. The
information presented on the label is to represent the packaged product prior to consumer
preparation.

This final rule establishes a standard format for nutrition information on food labels consisting of:
{1) the quantitative amount per serving of each nutrient except vitamins and minerals; {2) the
amount of each nutrient as a percent of the Daily Value for a 2,000 calorie diet; (3) a footnote with
reference values for selected nutrients based on 2,000 calorie and 2,500 calorie diets; and {4)
caloric conversion information.

The declaration of percent of Daily Value must be placed in column order. Absolute declarations of
the amount per serving of designated nutrients must appear immediately following the nutrient
named and notin column order. A simplified format may be used if seven or more of 13 required
nutrients are present in only insignificant amounts.

Foods exempt from mandatory nutrition labeling requirements include: (1) food offered for sale by
small businesses; (2) food sold in restaurants or other establishments in which food is served for
immediate human consumption; (3) foods similar to restaurant foods that are ready to eat but are
not for immediate consumption, are primarily prepared on site, and are not offered for sale outside
of that location; {4) foods that contain insignificant amounts of all nutrients subject to this rule,
e.g., coffee and tea; (5) dietary supplements, except those in conventional food form; (6) infant
formula; (7) medical foods; (8) custom-processed fish or game meats; (9) foods shipped in bulk
form; and (10) donated foods. Otherwise-exempted foods that make a nutrient content claim or
heaith claim forfeit the exemption.

Special labeling provisions specify that: (1) foods in small packages having less than 12 square
inches available for labeling may omit nutrition labeling if an address or telephone number that a
consumer may use to obtain required nutrition information is provided on the label; (2) packages of
40 or fewer square inches may present the required information in tabular or linear fashion if the
package shape cannot accommodate columns, use specified abbreviations, omit the footnote and
caloric conversion information, and present the required nutrition information on any label pane!; (3)
foods for children less than two years of age must not declare information concerning calories from
fat, fatty acids and cholesterol; (4) foods for children less than four years of age must not include
Daily Value information; (5) raw fruits, vegetables, and fish should follow voluntary nutrition
labeling guidelines; (6) packaged single-ingredient fish or game meat may provide information on an
"as prepared” basis; (7) foods sold from bulk containers and game meat products may provide
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products may provide nutrition information on labeling; (8) shell eggs may provide the required
nutrition information inside the egg carton; {9) under certain conditions, unit containers in multi-unit
packages need only provide nutrition information on the outer package; and {10} foods in gift packs
may provide information on labeling in accordance with special requirements.

The provisions of this rule become effective on May 8, 1994,

Docket Numbers: 90N-0135 "Food Labeling; Mandatory Nutrition Labeling and Nutrient Content
Revision” and 91N-0162 "Food Labeling: Format for Nutrition Label®

Code of Federal Ragister Citation: 21 CFR 101.9

Contact Persons: Virginia Wilkening, Center for Food Safety and Applied Nutrition {(HFF-200), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-4561; and

Concerning format only: Raymond Schucker, Center for Food Safety and Applied Nutrition (HFF-

245), Food and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-
5657.

[ 2 XXX R X1 £ %) eetoo0ooeone 2000008200

Standard Format
The New Food Label
Nutrition Facts

Sarving size 1/2 cup (114 g)
Servings per container 4 Simplitied format (Sekt Drink)

HEER G AR T ey A e LR o)

Amount Per Serving
Caloriesm Ca!onesfromfat 120 *at
e . Nutrition Facts
mn’ Vauo Sorving size: 1 can (240 mj)
Total Fat 13 [ 20% R SN R P R R A T e L S ISR R
Ammnt #or Soreing
Saturated FatSg 25% S eiories 145
Cholestarol 30 mg 10%
umn 650 mg B Tetal Fet O g e
Totz! Carbohydrats 31 g 11% - 20 mg prey
Tota! Corbohydrats 33 g 1%
Sugsrs 33 ¢
V'A 4% o A v:wammm
Cak:'um 15% lron 4%

Calorten:  2.000 2.800
Tl Fat Lssathen &3 g
Souscd Pt Lssaihen 209 -]
Chelonterol Lesshan XX0Mg  300mg
Sohon Lezn pen 2.400mg 2.400m7g
Tc Carbohycroes 2009 rsg
Otetary Fisar 23 09
fad mu 4 - Proond
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heatth Service

*trer

Food and Drug Administration
Washington DC 20204

January 6, 1993

Reference Daily Intakes and Daily Reference Values -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Briaf Summary: This regulation establishes reference values for use in nutrition labeling of food. It
retains the values aestablished by FDA in 1973 for vitamins and minerals but changes the terms for those
values from U.S. Recommended Daily Allowance (U.S.RDA) to Reference Daily intake (RDI}. The
regulation also sstablishes label reference values for eight other nutrients, including fat, cholesterol, and
fiber. The values have basn sstablished as Daily Reference Values (DRVs}). While reguiatory
requirements make it necessary to distinguish betwesn the two sets of label reference values, to avoid
neadless confusion, all reference valuas on food labels will be referred to as Daily Valuss or DVs.

FDA received more than 1,500 written commants on its proposais published in July 1980 and Novembaer
1991 to revise and expand U.S.RDAs to be consistent with the 1989 edition of the Recommended Daily
Allowances established by the National Academy of Scisnces, and to develop new label reference values
for nutrients important to healith but for which the Academy had not established RDAs. These
comments offered suggestions for changes, but generally supported FDA’s efforts to update labe!
reference values for vitaming and mingrais and create new valuas for nutrients of public heaith
importance.

On October 29, 1992, the Dietary Supplement Act of 1992 was signed into law. The act, among other
provisions, instructed FDA to not promulgate ragulations prior to November 8, 1993 that require the use
of, or are based on, RDAs for vitaming and minerals. in effect, the Act required FDA to rstain current
U.S.RDA valuss for vitaminsg and minerals, values that had been developed chiefly by selecting the
highest RDA vaiue from among the various sex/age groups listed in RDA tablss published in 1968.

Accordingly, this final rule astablishes label reference valuas for 19 vitamins and minerais that are the
same as those in existing regulations and that are appropriate for use on foods intended for adults and
children four or more years of age. Thase values, however, will no longer be called U.S.RDAs, but
instead will be known as RDis, a change the Agency agress is necessary to minimize confusion between
RDAs end U.S.RDAs. Since the Dietary Supplement Act did not provide for raference vaiues for infants,
children less that four years of age, pregnant woman, and lactating woman, the preambile to this final
rule includes guidance on values that manufacturers may use on labels intended for thoga groups.

Additionally, the Agency established Dzily Reference Values for other nutrients of pubiic health
importance which are intended to serve as 8 point of reference for adults and chiidren four or more years
of age. When appropriste, a caloric intake of 2,000 caloriss per day was used as the basis for these
refarence vaiues. The nutrients with DRVs ara: fat (65 grams), saturated fat (20 grams}, cholssterol
(300 milligrams), total carbohydrate (300 grams), distary fiber {25 grams), sodium (2,400 miliigrams),
potassium (3,500 milligrams), and protsin {50 grams).

The provisions of this rule bacome effective on May 8, 1994,

Docket Number: 90N-0134 “Food Labeling: Reference Daily Intakes and Daily Reference Vaiues"
Code of F_odcui Reguilations Citatlons: 21 CFR 101.9(c){7)iii), (c)(8)liv), and (c)(9)

Contact Person: Christine Lewis, Center for Food Safety and Applied Nutrition (HFF-265), Food and
Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-5588.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Service

Food and Drug Administration
Washington DC 20204

January 6, 1393
_Serving Sizes -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: This regulation establishes criteria for the declaration of serving sizes in nutrition
labeling. The final rule on serving sizes:

1.

defines serving sizes on the basis of the amount of food customarily consumed per eating
occasion; .

astablishes reference amounts customarily consumed for 139 specific food product
categories and establishes a petition process for modifying the list;

provides rules for using the refarence amounts to detarmine serving sizes for specific food
products;

requires that both common household and metric measures be used to declare serving size
on the label, e.g., 1 cup (240 mL) for milk, 1 slice (28 grame) for a sliced bread;

permits optional declaration of serving size in U.S. measures {ounces or fluid ounces) in
addition to the household and metric measures, e.g., 1 cup (240 mL/8 fl oz);

allows a second column on the nutrition label to express the nutrient content {a) per 100
grams (g} or 100 milliliters {mL) or per 1 ounce (02} or 1 fluid ounce {fl oz) for all products;
{b) per unit for products in discrete units, e.g.,slicad products such as bread, muffins,
cookies, ice cream bars, etc.; and {c) per cup popped for popcorn;

definas a "single-serving container™ as any package that containsg less than 200 percent of
the reference amount for the food product category. For example, 8 fl oz is the referance
amount for soft drinks; therefore, a 12-fl oz can of soft drink i3 a single-serving container,
and its nutrient content must be basaed on the entire contents of the can. For packages
that contain more than 150 percent but lass than 200 percent of the reference amount
when the reference amount is 100 g {or 100 mL) or larger, the manufacturer may
determine whether to declare one or two servings. For axample, 245 g is tha reference
amount for soups; therefore, a 15-ounce can of soup may be labeled as 2 servings;

defines a unit of products in discrete units (e.g., sliced bread, muffin) in multi-serving
containers as a single serving if the unit weighs more than 50 percent but less than 200
percent of the reference amount. For example, the reference amount of bread is 50 g and,
therefore, the serving size of sliced bread is 1 slice if a slice weighs more than 25 g;

allows claims such as "low sodium” if the product qualifies for the claim on the basis of the
referance amount for the product category. If the serving size differs from the reference
amount and if the product qualifies for the claim only on the basis of the reference amount,
the regulation requires that claims be followed by the criteria for the claim, e.g., "very low
sodium, 35 mg or less per 240 mL (8 fl 02)." ’
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The provisions of the final rule become effective on May 8, 1994,

Docket Number: 90N-0165 "Food Labeling; Serving Size"
Code of Federal Regulations Citation: 21 CFR 101.9(b) and 101.12

Contact Person: Youngmee K. Park, Center for Food Safety and Applied Nutrition {HFF-265), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone {202) 205-5489.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

Washington DC 20204
January 6, 1993

Definition of Descriptor Terms (Nutrient Content Claims) -- Final Rule
Definition of "Heaithy" -- Proposed Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summery: This final rule prescribas definitions and conditions for use of various terms by
which the nutritional characteristics and properties of certain foods are described in food labeling.
No explicit or implied nutrient content claim can be on a food label unless it uses terms that have
been provided for by FDA regulation or, in some instances, in response to a petition.

FDA defines the terms "fres,” “low," "light” or "lite,” "reduced,” "less,” and “high,” as well as
selected synonyms, in accordance with provisions of the 1980 amendments. FDA also defines
"good source,” "very low" {for sodium only), "lean,” “extra lsan,” "fewer,” *more,” and "added"” {(or
*fortified” or "enriched”). The Agency is also providing for circumstances under which various
implied claims may be used and, in a separate document, is proposing a definition for the term
"healthy.” In addition, the Agency is defining the term "fresh,” which is not addressed in the 1990
legislation. FDA has chosen not to define the term "natural® at this time. The Agency also is
providing for petitions to request changes in the requirements for nutrient claims including new
terms, the use of synonyms for previously defined terms, and the use of implied claims in brand
names.

FDA carefully considered more than 2,300 comments submitted in response to its nutrient content
claims proposals. These comments came from a wide variety of sources, including industry,
consumers, health professionals, and organizations representing these and other interested members
of the public.

FDA defines "frea” as an amount that is nutritionally insignificant and can be labeled as zero.
Frequent consumption of a food that is “fres" of a nutrient is not likely to have any physiological
effect associated with that nutrient. If a8 nutritionally insignificant amount of the nutrient is added to
the food as part of a food ingredient, a statement such as "adds a trivial amount of fat® iz asterisked
to the ingredient. The following values to meet the definition of "free™ are amounts per reference
serving: sodium, less than 5 mg; calories, less than than 5 calories; sugars, less than 0.5 g; fat,
less than 0.5 g; saturated fat, less than 0.5 g, and trans fatty acids, not exceeding 1 percent of
grams of total fat; and cholesterol, less than 2 mg. Foods that are not specially processed to reduce
the nutrient -- that is, foods that are inherently free of the nutrient -- must be labeled to indicate that
all foods of that type meet the claim, e.g.,"leaf lettuce, 2 sodium-free food."”

Cholesterol-free claims and other claims about the amount of cholesterol in a food may be made
only on foods that contain 2 g or less of saturated fat per reference serving. Foods having more
than 13 g total fat per reference serving, or, if the referance serving is small (i.e., less than 30 g or
2 tablespoons), per 50 g, must also disclose the total fat content per serving immediately adjacent
to the cholesterol claim.

FDA defines "low” as an amount that would allow frequent consumption of the product without
exceeding recommended dietary guidelines. The following criteria for "low" are based on reference
serving sizes or for products having reference amounts of less than 30 g or 2 tablespoons, per 50 g.
The values are: sodium, not more than 140 mg; calories, not more than 40 calories; fat, not more



-2--

than 3 g; saturated fat, not more than 1 g and not more than 15 percent of calories from saturated

fat; and cholesterol, not more than 20 mg. If the food is inherently low in a nutrient, the label must
explain that all similar foods have the labeled nutritional characteristic, e.g., "frozen perch, a low-fat
food." The Agency defines "very low sodium” as a value of 35 mg or less.

The terms "high® and "good source” are defined in a way to call attention to the beneficial, rather
than the harmful, effects of nutrients. They are based on a percentage of the Daily Value (DV) of
the specific nutrients in a reference serving. "High" is defined as 20 percent or more of the DV, and
*good source” as between 10 and 19 percent of the DV.

Relative terms -- "reduced,” "less” (or "fewer"), "light" (or "lite™), "more,” and "added" (or
"enriched” or "fortified”) -- are defined to express the amount of a nutrient in the labeled product
compared with an appropriate reference food for the food bearing the claim. For "light,” "reduced,”
and "added” (or "fortified” or "enriched”) claims, the reference food must be similar to the product
bearing the claim, (e.g., potato chips for potato chips). Also for "light,” the nutrient value for the
reference food must be representative of a broad base of foods of that type. For "less,” "fewer,”
and "more” claims, the reference food may also be a dissimilar food within a product category that
can generally be substituted in the diet for the labeled food, (e.g., pretzels for potato chips). All
relative claims must be accompanied by information on the identity of the reference food and the
percentage (or fraction) by which the nutrient has been modified. The amount of the nutrient in the
labeled product compared to the amount in the reference food must appear on either the information
or principal display panel. '

To bear a "reduced,” "less,” or "fewer” claim, the labeled food must contain at least 25 parcent lass
of the nutrient than the reference food. For "more” or "added," the food must contain at least 10
parcent more of the nutrient’'s DV per reference serving than the reference food.

"Light” or "lite" can be used on a food when the raference food derives 50 percent or more of its
calories from fat if the labeled food has been reduced in fat by at least 50 percent. If the reference
food derives less than 50 percent of calories from fat, the food must be reduced in fat by at least 50
percent, or in calories by at least 1/3, in order to be labsled "light.”" For foods that are not low in fat
or calories, the percentage reduction for both fat and calories must be displayed adjacent to the
most prominent claim. A “light" claim, based on a reduction of fat or calories, may not bs mads if
the reference food is both "low fat” and "low calorie." However, such a food may bear a "light"
claim if it is reduced in sodium by 50 parcent or more. A claim "light in sodium® may be used to
describe 50% reductions in sodium compared to an appropriate reference food provided the term
"light in sodium"” is presented in uniform type size, style, color and prominence. "Light" may also be
used to describe a physical or organolaptic characteristic of the food, if that characteristic is
adequately described on the label, e.g., "light in color.”

The percent or amount of the Daily Value of vitamins and minerals may appear anywhere on the
label without further explanation. Other percent and amount characterizations for nutrients may be
stated on a food label provided such statements are truthful and not misleading. If a claim lists the
parcent or amount of a nutrient, and spscifies or implies that it mests the defined leve! of that
nutrient for a particular descriptor, the listed nutrient leve! must be consistent with the defined term
or the label must bear a statement indicating that the food does not mest the relevant definition,
e.g., "only 4 g fat per serving, not a low-fat food."

The Agency has adopted definitions for "lean” and "extra lean.” "Lean" may be used to describe
fish or game meat if the food contains less than 10 g of fat, 4 g of saturated fat, and 95 mg of
cholesterol per reference serving and per 100 g. To be labeled "extra lean,” products must contain
less than 5 g of fat, 2 g of saturated fat, and 95 mg of cholesterol per reference serving and per
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100 g. These are the same definitions established for meat and poultry products by the U.S.
Department of Agriculture.

The rule also provides nutrient definitions for meals and main-dish products. They are similar to the
definitions for single-nutrients but, except for "free” definitions, are based on the specified nutrient
value per 100 g of food. The following exceptions apply: "High" and "good source” are not defined
for meal-type products. Instead, the terms may be used to refer to a single food in the meal that
maets the definition for the term. For "low calorie,” the value is 120 calories per 100 g. For
"light,” the product must meet the definition for a "low calorie™ meal or a "low fat" meal and must
be labeled to show which definition the meal meets, e.g. "Light, a low-fat meal,” or must meet the
definition for a "low sodium" meal and be labeled "light in sodium.”

The Agency has also defined "lightly salted,” "no added sugar,” and " % fat free."”

With respect to implied claims, the Agency has specified a number of label statements, such as
"100% milk free,” "no artificial colors,” "made with real butter,” "corn oil,” (when referring to the
name of the product), and "corn oil margarine® that are not deemed to be implied claims, unless the
statements are used in a nutritional context.

FDA is proposing a definition for "heaithy.” The term would be applicable to foods low in fat and
saturated fat and not exceeding the disclosure levels for sodium or cholestero! {i.e., 480 mg of
sodium or 60 mg of cholesterol) per serving.

Claims similar to those described in the regulations that are made for restaurant foods must meet
the applicable definitions. However, those claims can be based on calculations using nutrient data
bases for foods or other reliabla nutrition information applied to the recipe used to make the product
bearing the claim. Restaurants are baing given additional time to comply with this requirement. In
addition, FDA has advised that menus are not within the coverage of the regulations.

When the term "fresh” is used to imply that the food is unprocassed, the food so labeled must be in
its raw state and must not have been frozen or subjected to any form of thermal processing or other
means of preservation. Uses of the term "frash” that do not suggest that the food is unprocessed,
e.g., "fresh bread” and "fresh milk,® ara not affected by this regulation.

The provisions of this final rule become effective on May B, 1994, except that certain provisions as
they apply to restaurant firms consisting of 10 or fewer individual restaurant establishments will
bacome effactive on May 8, 1995.

Dockat Numbers: 91N-0384 "Food Labsaling: Nutrient Contant Claims, General Principles, Petitions,
Definition of Terms® and 84N-0153 "Food Labaeling: Dafinition of Nutrient Content Claims for the
Fat, Fatty Acid, and Cholesterol Content of Food"”

Code of Fedsrsl Regulations Citstiens: 21 CFR 101.10, 101.13, 101.54, 101.56, 101.60, 101.61,
101.682, 101.65, 101.689, and 101.95

Contect Person: Elizabeth J. Campbell, Center for Food Safety and Applied Nutrition (HFF-312),
Food and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-5228.
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Belative (or Comparative) Cilaims

Accompanying Information

For a8 rolative claims, percent (or fraction) of change and identity of reforence food must be declared in immediate proximity to the most prominent claim. Quantitative comparison of the
amount of the nutrisnt in the product por labeled serving with that In the retarence food must be daciared on information panel.
For Light claims: % reduction for both fat and calorios must be stated but 3¢ reduction nasd not be spacitied if product is low.in that nutrient.

«

Roferenco Foods

“Light® / “Lite"

(1) A food reprosentative of the typo of food boaring the claim, 6.g. average value of top three brands or representative value
from valld data bess; (2) skmbar food (0.g. potato chips for potato chips); and (3) not low calorle and low fat (except light sodium
foods which must bo low caloria and low faf).

“Raducod™ end "Addod”
_(or “fortified” ond “onriched”™)

(1) An esiehiizhed rogular product or averaga reprasentative praduct and (2) similar food.

"picre™ and "Loss”
{ o1 "Fower")

(1) An csicbliiched reguler product or averego reprozontativo product and (2) a diasimiler food in the same product category which
may bo penerclly subsatiuted for lebolod food (0., potato chips for pretzols) or a similar food.

"Loon"

On coafocd or gamo meatl that containg < 10 g tolad fat, < 4 g saturatad lat and < 95 mg cholesterol / reference serving and per
100 g (for meels & meln dishes, mosts criteria por 160 g end por laboled serving).

"Extra Lean”

On e2giood or gamo meat that contelns < 5 g total fat, < 2 g saturatsed fat and < 95 mg cholestsrol per reference serving and per
100 g. (for moals and mein dishea, moots criteria per 100 o and por iebal serving).

"High~, "Rich In", or
"Excoliont Source Of

Contains 20% or moro of the Roference Delly Intako (RDY) or Delly Rolorence Value (DRV) to doscribe protein, vitamins, minerals,
diotary fiber, or potaseium por reforance sorving.
May bo usod on meels or maln dishes to indicats that product conleing a food that meets definition.

“Good BSource Of°, “Containo”™ or
“Providos”

10-19% of tho RDI or DAV per reforenco sorving.
May bo usod on maels or meln dishes to indicata that product conteing a food that meets definition.

“More” 10% or mors of the DRV or RDI por roloronce sorving.

“Modifiod” May bo ussd in statoment of idantily that bears a rolativo claim, 0.9. "Modified Fat Cheoso Cake, Contains 35% Less Fat Than Our
Rogulgr Chaoeo Cako.”

Any Fiber Claim 1 food i3 not low in totnl fot. must stato total iot in conjunction with claim such as “Moro Fiber®.

« Claims zbout a food or ingredient thel suggesto that tho nulrent or ingredisnt aro eboant or present in @ cortaln amount of cleims about a food that suggests a food may be usetui in
meintalning healthy dloctary practices end which ar0 mads with cn oxplicht claim (0.9. “healthy, contalns 3 grams of 1a1*) aro implied claims and are prohibited unless provided for in a
rogulation by FDA. In eddiion, tho Agency has dovicod a patiien systom whoreby epacific additionsl claims may bo considared.

« Clzims that a food conining or ls medo with cn ingredisat that b known o comtzin o particutzr nulisnt may bo mado i product Is "Low” in or @ “Good Source® of the nutrient assoclated
with the claim (e.g. “good sourco of oa! bran®).

« Equivalcnco clzimg: “contains es much [nutrznd] es o loed]” mey bo mada U both roference foed end tzbolod 1ood aro “Good Source” of nutrient on a per sarving basis.

« Tho following lobsl statoments oro gancrally not concldsrod impled clelfme unlsca thoy oro medo in o nuirdon context: 1) avoldance claims for reiigious food intolerance or other non-
nutrition related rezcons (0.0. “100% mik (09%); 2) stalcmonts zbout nonr-nulitho substances (0.9. “no artiticia) colors®); 3) addod valuo statements (0.9, “made with roal butter”); 4)
siotomants of kdontily (0.0. "com oll" o7 “com ¢l margarine”); and 5) epecial distery siataments mado In complionco with a specific Part 105 provision.

“Frosh"

A rov food that hes not been fozen, haat procosesd, or othenviso pressrved,

"Frosh Frozon®

Food wes quicldy frozen whilo stf frosh.

FOA / Ceniar for Feod Esfoty end Appitzd Rutrhiza / Offico of Food Lakoling and Planning Dresich, Docondas 16, 1602,




*o,

o MY,

%""'na

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Washington DC 20204

January 6, 1993
Nutrition Content Claims for Butter -- Final Rule

One of a Series of FDA Regulations implementing
The Nutrition Labeling and Education Act of 1990

Brisf Summary: Federal legislation dating from 1923 defines butter as a food product
commonly known as butter and composed exclusively of milk or cream, or both, with or
without salt and coloring, and containing not less that 80 percent milkfat by weight.
Concern about limiting the consumption of dietary fats prompts many consumers to look
for elternate food products with a fat content lower than that found in the standard

product.

The Nutrition Labeling and Education Act authorized FDA to issue regulations permitting

the use of nutrient content claims, such as the word "light" to describe butter. Following
are the conditions that must be mat before a butter product can display a nutrient content
claim on its label:

The product must meet FDA'’s criteria for use of the claim. It must contain cream or milk,
or both, which may include milk constituents, such as whey and casein. Salt, safe and
suitable colorings, nutrients, and bacterial cultures may be added to the product. The
product may contain minor amounts of safe and suitable nondairy ingredients to improve
texture, prevent the product from separating into liquid and non-liquid parts (syneresis),
add flavor, extend shelf life, improve appearance, and add sweetness. Water may be
added to replace milkfat, but the amount of water in the product must be less than the
amount of cream, milk, or milk constituents. The product may not be nutritionally inferior
to regular butter. If there are any significant differences in performance between a butter
product bearing a nutrient claim and regular butter, the difference must be explained on
the label. For example, if reduced-fat butter performs differently from regular butter as an
ingredient in baked goods, a statement such as "not recommended for baking purposes"
must appear on the labsl of the reduced-fat product.

Tha goal of this regulation is to make available to nutrition- and health-conscious
consumers a selection of accurately and informatively labeled alternatives to regular butter.

" The provisions for this final rule bacome effactive May 8, 1994,

Dockset Number: 91N-0344 "Food Labeling: Use of Nutrient Content Claims for Butter"

Code of Federal Regulations Citation: 21 CFR 101.67

Contact P_emi'l: Shelles A. Davis, Center for Food Safety and Applied Nutrition (HFF-414)

. Food and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-

5112.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

et
food and Drug Administration
Washington DC 20204

January 6, 1993

Nutrient Content Claims and Standardized Foods -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: One of the main purposes of the 1990 legisiation was to astablish the
circumstances in which claims describing the nutrient content of food could be made. Industry and
consumers have expressed considerable interest in nutrient content claims that are included in the
statement of identity of certain substitutes for standardized foods. Foods that are subject to food
standards, or substitute for them, constitute a substantial portion of tha nation’s food supply.
Standardized foods include many types of products such as bread, milk, and cheese.

The Surgeon General’'s Report on Nutrition and Health emphasized the nesd for most peopls to
raduce their consumption of fat, saturated fat, and cholesterol and to achieve and maintain a
desirable weight. Many consumers now seek to purchase substituta foods, such as light sour
cream and reduced fat cheddar cheaess, bacause these foods contain less fat. Tharefore, FDA has
established general requiremants for certain nutritionally equivalent zubstitutas for standardized
foods. The requirements specify conditions under which aspacts of traditional standards and
nutrient content claims may be used to define new standardized foods.

Under the final rule, nutrient content claims may be made if the product meets FDA's criteria for
use of the nutrient content claim and is not nutritionally inferior to the regular food. In addition, the
final rule requires that a product bearing a nutrient content claim have performance characteristics
similar to those of the standardized food. If it does not, that fact must be digplayed prominently in
the labeling. The product must contain the ingredients used in the standardized food but may
contain certain other safe and suitable ingredients, provided the product is not nutritionaliy and
functionally inferior to the regular standardized food in its performance characteristics. Water and
safe and suitable fat substitutes may be used to replace fat and calories.

This final rule supports national nutrition goals and allows modified versions of certain standardized
foods to bear descriptive names that are meaningful for consumaers.

The provision of this final rule becomes sffective May 8, 1994.

Docket Numbar: 91N-0317 et al., "Food Standards: Requirements for Substitute Foods Named by
Use of a Nutrient Content Claim and a Standardized Term*®

Code of Federal Regulations Citation: 21 CFR 130.10

Contact Person: Shellee A Davis, Center for Food Safety and Applied Nutrition {HFF-414), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-5112.



é DEPARTMENT OF HEALTH & HUMAN SERVICES . Public Health Service

Food and Drug Administration
Washington DC 20204

January 6, 1993

Health Claims for Food: General Requirements -- Final Rule

. One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summaeary: This rule permits food labeling to include health claims that are supported by valid
and substantial scientific evidence, but only those claims that FDA has specifically provided for by
regulation. The Agency has issued final rules with respect to specific health claims: calcium and
osteoporosis {authorized); dietary saturated fat and cholesterol and risk of coronary heart disease
(authorized); dietary fat and cancer (authorized); sodium and hypertension (authorized); fiber-
containing grain products, fruits and vegetables and cancer {authorized); fruits, vegetables, and
grain products that contain fiber, particularly soluble fiber, and risk of coronary heart disease
{authorized); fruits and vegetables and cancer (authorized); folic acid and neural tube defects (not
authorized); zinc and immune function in the elderly {not authorized); and omega-3 fatty acids and
coronary heart disease {not authorized). The term "health claim” is defined to encompass explicit
as wall as implied claims, such as symbols {for example, the symbol of a heart), vignettes, and
other forms of communication.

The general health claim rule also defingas a number of other terms, one of the most important of
which ig "disqualifying nutrient Isvels.® This term refers to specified levels of total fat, saturated
fat, cholesterol, and sodium above which a food will be disqualified from making any health claim
because it contains one or more of these nutrients in amounts that would make it difficult for a
consumaer to construct a daily diet that conforms with widely accepted guidelines for reducing the
rigk of diet-related diseases. In addition to establishing specific levels for the four disqualifying
nutrients for individual foods, the rule also lists a higher set of values for main-dish products and a
still higher set for meal products.

Any substance or nutrient for which a health claim is made must be safe. Except for dietary
supplements not in conventional food form, a food bearing a health claim must be a good source
for at least one of the following nutrients prior to addition of any nutrient to the food: vitamin A,
vitamin C, iron, calcium, protein, or fiber. Claims for infant and toddler foods are prohibited unless
expressly permitted by a specific health claim regulation.

This final rule identifies the process by which FDA will receive and consider petitions to establish
new claims or to modify existing ones. The rule not only specifies in general terms the information
8 petition is to contain, but also states the administrative procedures the Agency will follow to
either suthorize or not authorize future health claims.

The provisions of this final rule become effective May 8, 1993.

Dockat Number: 85N-0061 "Labeling; General Requirements for Health Claims for Food”
Code of Federal Regulstions Citation: 21 CFR 101.14 and 101.70

Contact Persort: Victor P. Frattali, Center for Food Safety and Applied Nutrition (HFF-261), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone {202) 205-4064.
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DEPARTMENT OF HEALTH & HUMAN SERVICES , Public Health Service

Food and Drug Administration

Washington DC 20204

January 6, 1993
Health Claims: Calcium and Osteoporosis -- Final Rule

One of a éeries of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: FDA will allow qualified food or food supplements to bear a heaith claim on the label
that explains the relationship between calcium and osteoporosis. FDA is satisfied that convincing
scientific evidence exists demonstrating an association between inadequate calcium intake and
osteoporosis.

Factors that make a person most at risk for developing osteoporosis are increased age and being a
female of the Caucasian or Asian race. Women at menopause, a stage of life when loss of the hormone
astrogen occurs, are particularly vulnerable to the development of osteoporosis. Unlike genetic factors
over which people have no control, several lifestyle factors exist through which people can influence
their risk of developing osteoporosis later in life. These include consuming an adequate amount of
calcium throughout life, eating healthful meals, and exercising regularly.

For those individuals who are at greatest risk of developing ostaoporosis later in life, an adequate intake
of calcium is thought to help optimize the total amount of bona that is laid down during the teens and
early adult life {(peak bone mass). Because everyone starts to lose bone after about age 35, those with
higher bone mass at skeletal maturity (hefore age 35) take longer to reach the critically reduced mass at
which bone breaks easily. Adequate calcium intake also helps to reduce the increased rate of bone loss
that occurs around the time of menopause and later in lite in elderly men and women.

To bear a calcium-osteoporosis health claim, a food or supplement must contain 20 percent (200
milligrams) or more of the RDI (Reference Daily Intake) for calcium per reference amount customarily
consumad or total daily recommended supplement intake, and should not contain other nutrients at
levels that increase the risk of other diet-related diseases or health conditions. In addition, the form of
the calcium must be assimilable (bioavailable) and, in the case of calcium supplements, must disintegrate
and dissolve in a reasonable amount of time when tested under conditions that mimic those of the
humean stomach.

To help maintain the ideal calcium-to-phosphorus ratio, no product bearing a health claim shall contain
more phosphorus than calcium. If the product containg more than 40 percent {400 milligrams) of the
RDI per reference amount customarily consumed or per daily recommended supplement intake, the
heslith claim must state that a total dietary calcium intake greater than 200 parcent (2,000 milligrams) of
the RDI for calcium offers no added benefit to bone health.

Mode! Heslth Claim Appropriste for Most Conventiona! Foods: "Regular exercise and a healthy diet with
enough calcium helps teens and young adult white and Asian women maintain good bone haalth and
may reduce their high risk of osteoporosis later in life.”

The provisions of this final rule become effective May 8, 1993,

Docket Number: 91N-0094 "Food Labeling: Health Claims; Calcium and Osteoporosis”
Code of Federal Regulstions Citation: 21 CFR 101.72

Contact Person: M.S. Calvo, Center for Food Safety and Applied Nutrition {HFF-265), Food and Drug
Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-5434.




::Q DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
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Food and Drug Administration
Washington DC 20204

January 6, 1993
Health Claims: Sodium and Hypertension -- Final Rule

. One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brisf Summary: FDA believes that an association between sodium and hypertension (high blood
pressura) has been firmly established by scientific investigations. The agency will, therefore, aliow
health claims pertaining to sodium and high blood pressure in food labeling, in accordance with the
general criteria for health claims.

A number of factors influence the development of hypertension in people whose heredity makes
them susceptible to the condition. Scientists generally agree that high blood pressure is associated
with many factors, including having a family history of the disease, growing older, being
overweight, drinking too much alcohol, and eating a diet high in sodium.

The most common source of sodium in the dist is sodium chloride (table salt), which is 40 percent
sodium. Sodium occurs naturally in many foods.

Sodium is important for good haaith, but excess sodium is unnecessary and can be harmful.

Ideally, people should consume st least 500 miiligrams but not more than 2,400 milligrams of
sodium par day. People in the US, howevar, typically consume 3,000 to 6,000 milligrams daily, far
more than that nesded for good heaith.

Blood pressure goss down in many paople whsen they reduce distary sodium intake. Public heaith
officials recommend that all psople uss salt and sodium in moderation.

FDA is authorizing claims indicating that diets low in sodium "may” or "might" reduce the risk of
high blood pressure. These claims must state that the development of high blood pressure depends
on many factors, and they may not include information on the extent of risk reduction associated
with reduced distary sodium intaks.

FDA has determined that claims are appropriate only on foods that meet the requiremants for "low
sodium”. In addition, foods must not exceed disqualifying leveis for fat, saturated fat and
cholesterol, and must naturally contain a significant amount of at least one of six specified
nutrients.

Model Health Claim: "Dists low in sodium may reduce the rigsk of high blood pressure, a disease
associated with many factors.” ‘

The provisions of this final ruls become effective May 8, 1993.

Docket Number: 91N-0095 "Food Labeling: Health Claims and Label Statemants; Sodium /
Hypertension®

Cods of Federal Regulations Citation: 21 CFR 101.74

Contact Person: Ellen M. Anderson, Center for Food Safety and Applied Nutrition (HFF-266), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-5375.
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

e Food and Drug Administration
Washington DC 20204

January 6, 1993

Health Claims: Dietary Saturated Fat and Cholesterol
and Risk of Coronary Heart Disease -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: FDA will permit foods to bear a health claim relating dietary saturated fat and
cholesterol to coronary heart disease {heart disease). FDA's review of available human studies
supports the conclusions from Federal government and other authoritative raports that there is
strong, convincing and consistent avidence that diets high in saturated fat and cholestsrol increase
the risk of heart disease; and that diets low in saturated fat and cholesterol decrsase the risk of
heart diseass.

Foods that meat descriptor requiraments for "low saturated fat®, "low cholesterol®, and "low fat”
may bear health claims for dietary saturated fat and cholesterol and coronary heart diseass; fish
and game meats may bear such a health claim if they meet the requiremesnts for "axtra Isan®. The
health claim must state that diets low in saturated fat and cholestarol “may® or “might” reducs the
rigk of heart disease. The claim must use the tarms “saturated fat® and “cholesterol®, and may
include the term "total fat”. Ths claim must indicate that heart disease is caused by many factors.

Of the dietary factors for heart disssse, axcessive intakes of saturated fat and cholesterol are the
major contributors to slevated lavels of total-cholasterol and low-density-lipoprotein cholsesterol
{LDL-cholestsrol) and incroeased risk of coronary hsart disease. The effact of distary changses in
saturated fat and choiesterol on blood total- and LDL-cholesterol are variable among individuals.
Howsever, most individuals will bengfit from dists low in saturated fat and cholesterol.

Public haalth authorities recommeand that Americans consume diets that derive less than 30 percent
of calories from total fat, less than 10 parcent from saturated fat, and less than 300 milligrams of
cholestarol per day. An easy way to reduce the levels of saturated fat and cholesterol in the dist is
to reduce total fat consumed. Healthful diets containing a wide variety of foods, such as fruits,
vegatabiss, whole graing, and lean meats, fish, and poultry, can reduce the risk of coronary heart
disease for many Amaricans when combined with healthy lifastyles.

Exempie of Mode! Health Claim: “While many factors affect heart dissase, diets low in saturated
fat and cholesterol may reduce the rigsk of this disease.”

Tha provisions of this final rule become offsctive May 8, 1993.

Docket NMumber: 91N-0096 "Food Labeling: Health Claims and Labsal Statements; Lipids and
Cardiovasculer Disease”

Cods of Fedorza! Regulations Citation: 21 CFR 101.75

Contact Parson: Paddy Wiesenfeld, Conter for Food Safety and Applied Nutrition (HFF-268), Food
and Drup Administration, 8301 Muirkirk Rd., Laurel MD 20708. Phons (301) 344-5825.
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January 6, 1993

Health Claims: Dietary Fat and Cancer -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: FDA has concluded that an association between dietary fat and some
cancers is supported by scientific evidence. Accordingly, the labeling of foods that meet
FDA'’s criteria for low fat are permitted to contain a health claim about dietary fat and
cancer.

Diet is only one of many factors believed to be implicated in cancer development. Others
include heredity and exposure to environmental factors, such as cigarette smoking.
Authoritative scientific reports have established a link between diets high in fat content
and some cancers. At present, however, scientific evidence is not sufficient to establish
an association between particular types of fatty acids in the diet and cancer. Neither is it
possible at this time to say with certainty whether all dietary fats or a particular kind of fat
is primarily responsible for the relationship of fat intake to cancer.

Since it is not possible to identify individuals at risk of developing cancer, and since the fat
content of the American diet remains well above normal nutritional requirements, public
health authorities recommend that all individuals lower their consumption of dietary fats.

To bear the health claim, foods must meet requirements for a "low fat” food; fish and
game meats may bear this healith claim if they meet requirements for "extra lean.”

An example of a model claim is: Development of cancer depends on many factors. A diet
low in total fat may reduce the risk of some cancers.

The provisions of this final rule become effective May 8, 1993.

Docket Number: 91N-0097 "Food Labeling: Health Messages; Dietary Lipids and Cancer”
Code of Federal Regulations Citation: 21 CFR 101.73

Contact Person: Helen HeChong Lee, Center for Food Safety and Applied Nutrition (HFF-
265), Food and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202)
205-5558.
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Health Claims: Fiber-Containing Grain Products,
Fruits, and Vegetables and Cancer -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: FDA is authorizing a food labeling health claim relating to an association
between low-fat diets and rich in fiber-containing grain products, fruits, and vegetables,
and cancer. The Agency has concluded that there is significant scientific agreement that
diets low in fat and rich in fiber-containing grain products, fruits, and vegetables are
associated with a reduced risk of certain types of cancer.

The 1990 legislation directed FDA to review scientific information that might justify a
health claim concerning dietary fiber and cancer. FDA's review confirmed that evidence
exists showing the association of diets rich in fiber-containing grain products, fruits, and
vegetables with below normal rates of some cancers. Although the specific role of total
dietary fiber, fiber components, and other nutrients and substances contained in these
foods are not fully understood, many studies have shown that diets low in fat and rich in
fiber-containing grain products, fruits, and vegetables are associated with reduced risk of
some types of cancer.

To bear a health claim relating fiber-containing grains, fruits, and vegetables to a reduced
risk of cancer, a food must qualify as a low-fat food and meet, without fortification, the
nutrient content requirements for a "good source” of dietary fiber. Furthermore, the claim
must not attribute any degree of cancer risk reduction to diets low in fat and rich in fiber-
containing grain products, fruits, and vegetables, nor may it specify types of dietary fiber
that may be related to the risk of cancer.

An Example of a Model Health Claim that may be used in food labeling to characterize the
relationship between cancer and diets low in fat and rich in fiber-containing grain products,
fruits, and vegetables is the following: "Low-fat diets rich in fiber-containing grain
products, fruits, and vegetables may reduce the risk of some types of cancer, a disease
associated with many factors.”

The provisions of this final rule become effective May 8, 1993.

Docket Number: 91N-0098 "Food Labeling: Health Claims; Dietary Fiber and Cancer”
Code of Federal Regulations: 21 CFR 101.76
Contact Person: Joyce A. Saltsman, Center for Food Safety and Applied Nutrition (HFF-

265), Food and Drug Administration, 200 C St. SW, Washington DC 20204. Phone {202)
205-5916.
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Health Claims: Fruits, Vegetables, and Grain Products that Contain Fiber,
Particularly Soluble Fiber, and Risk of Coronary Heart Disease -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brisf Summary: - FDA is authorizing a health claim on foods relating to an association between diets
low in saturated fat and cholssterol and rich in fruits, vegetables, and grain products that contain
dietary fiber, particularly soluble fiber, and risk of coronary heart disease (CHD). The Agency has
concluded that there is sufficient scientific evidence and significant scientific agreement that diets
low in saturated fat and cholestero! and rich in fruits, vegetables, and grain products that contain
some types of fiber may be useful in reducing the risk of heart disease.

Evidence suggests that lowering the level of cholesterol in the blood of healthy adults can lower
the risk of CHD. Federal government and other reviews by recognized scientific bodies have
recommended that Americans consume diets low in saturated fat and cholestero! and rich in fruits,
vegetables, and grain products - rich sources of fiber, particularly soluble fiber -- because thess
diets are associated with a reduced ngk of haart disesse.

To bear a health claim relating fruits, vegstables, and grain products that contain fiber to heart
diseass, a food must meet all the requirements for a claim relating diets low in saturated fat and
cholestarol to a reduced risk of heart disease. Because soluble fiber is a useful marker for plant
foods whaose consumption is associated with reduced heart disease risk, FDA is also requiring that
the fruit, vegetable, or grain product contain, without fortification, not less than 0.6 gram of
soluble fiber per reference amount customarily consumed. The claim cannot attribute any degree
of CHD risk reduction to diets low in saturated fat and cholestero! and high in fruits, vegetables,
and grain products that contain fiber, but may provide additional information about diseass risk
factors and the relationship and significance of thess diets to reduced heart disease risk.

An Example of a Model Heslth Claim that may be used in food labeling is: "Diets low in saturated
fat and cholesterol and rich in fruits, vegstables, and grain products that contain some types of
distary fiber may reduce the rigk of heart disease, a diseass associated with many factors."”

The provisions of this final rule become sffective May 8, 1993.

Docket Number: 91N-0099 "Food Labsling: Health Claims; Dietary Fiber and Cardiovascular
Diseass” .

Codoe of Federal Regulations Citation: 21 CFR 101.77

Contact Person: Joyce A. Saltsman, Center for Food Safety and Applied Nutrition (HFF-258), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-5918.
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Health Claims: Fruits and Vegetables and Cancer -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: FDA is authorizing the use on food labels and labeling of health claims
that relate diets low in fat and high in fruits and vegetables [foods that are low in fat and
are a good source of dietary fiber, vitamin A (in the form of beta carotene), or vitamin C]
to a reduced risk of cancer. The Agency is not authorizing health claims that make an
association of the antioxidant vitamins themselves to reduced cancer risk. FDA has
concluded that, based on the totality of scientific evidence, there is significant scientific
agreement that diets low in fat and high in fruits and vegetables reduce the risk of cancer.

The health claim relating to substances in diets low in fat and high in fruits and vegetables
must state that such diets "may” or "might” reduce the risk of "some cancerg” or “some
types of cancer,” but may not specify the degree of cancer risk reduction. The food must
be or contain a fruit or vegetable that meets the requirements for a "low fat® food and
must meet, without fortification, the requirements for a "good source” of vitamin A,
vitamin C, or dietary fiber.

Example of Model Health Claim That May Ba Used in Labsling Qualified Foods: "Low fat
diets rich in fruits and vegetabies (foods that are low in fat and contain dietary fiber,
vitamin A, or vitamin C) may reduce the risk of some types of cancer, a disease
associated with many factors. Broccoli is high in vitamins A and C, and is 8 good source
of dietary fiber.”

The provisions of this final rule become effective May 8, 1993.

Docket Number: S1N-0101 "Food Labeling: Health Claims and Label Statements;
Antioxidant Vitamins and Cancer”

Code of Federal Regulations Citation: 21 CFR 101.78

Contact Parson: John N. Hathcock, Center for Food Safety and Applied Nutrition (HFF-

268), Food and Drug Administration, 8301 Muirkirk Rd., Laurel MD 20708. Phone (301)
344-6006.
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Health Claims: Folic Acid and Neural Tube Defects -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: FDA has decided not to authorize a health claim associating folic acid
and neural tube defects at this time. The U.S. Public Health Service (PHS) recently
recommended that:

"All women of childbearing age in the United States who are capable of
becoming pregnant should consume 0.4 mg of folic acid per day for the purpose of
reducing their risk of having a pregnancy affected with spina bifida or other NTDs.
Because the effects of high intakes are not well known but include complicating the
diagnosis of vitamin B,, deficiency, care shouid be taken to keep total folate
consumption at < 1 mg per day, except under the supervision of a physician. Women
who have had a prior NTD-affected pregnancy are at high risk of having a subsequent
affected pregnancy. When these women are planning to become pregnant, they
should consult their physicians for advice.”

The PHS identified several outstanding issues, including the appropriate level of folic
acid in foods and safety concerns regarding increased intakes of folic acid. FDA
convened an advisory committee to consider these issues on November 23-24, 1992,
and is currently reviewing the advisory committee recommendations.

The provisions of this final rule become effective May 8, 1993.

Docket Number: 91N-0100 "Food Labeling: Health Claims and Label Statements; Folic
Acid and Neural Tube Defects”

Code of Federal Regulations Citation: 21 CFR 101.71(c)

Contact Person: Jeanne |. Rader, Center for Food Safety and Applied Nutrition (HFF-

268), Food and Drug Administration, 8301 Muirkirk Rd., Laurel, MD 20708. Phone
(301) 344-5832.
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Health Claims:. Zinc and Immune Function in the Elderly
-- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1980

Brief Summary: There is no persuasive body of scientific evidence to demonstrate that increasing
the amount of zinc in the diet can improve immune function in normal, healthy individuals of any
age. FDA, therefors, does not authorize a heaith claim for zinc and immune functions in the
elderly.

Zinc is essential for human health, and zinc deficiency, whether due to disease or diet, interferes
with normal immune function. Studies have shown that elderly people in the US consume less
than recommended amountsg of zinc and that zinc intake declines with advancing age. These
factors aroused interest in whether zinc supplements in the diet of elderly persons improved their
immune response. Some initial studies appeared to support this hypothesis. Both healthy
individuals and those showing depressed immune function appeared to benefit. Howaever, in all of
these studies, the improvement was small, as was the number of participants. Several studies had
design flaws that further limited their scientific validity.

Well-designed, placebo-controlled studies involving larger numbers of participants have not shown
zinc supplementation to improve immune function. In studies in which groups of patients received
either supplemental zinc or a placebo, in addition to a multivitamin-mineral preparation, all the
groups showed progressive improvement in immune function, but improvement was greatest in the
group receiving the placebo. Supplemental zinc appeared to slow down the progressive
improvement in immune response up to four months after the zinc was discontinued.

While zinc is one of the least toxic of the essential trace minerals, there are reports of adverse
effects from long-term or high-dose zinc supplementation. One of those adverse effects is
suppression of immune function.

The provisions of this final rule become effective May 8, 1993.

Docket Number: 91N-0102 "Food Labeling: Health Claims; Zinc and Immune Function in the
Elderly”

Code of Federal Regulations Citation: 21 CFR 101.71(e)

Contact Person: James E. Hoadley, Center for Food Safety and Applied Nutrition (HFF-265), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-5593.
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Health Claims: Omega-3 Fatty Acids and Coronary
* Heart Disease -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: FDA has determined that existing, publicly available scientific evidence does not
support a3 claim that omega-3 fatty acids (O3FAs) are associated with reduced risk of coronary
heart disease (CHD). FDA does not authorize any such claim in food labeling. The Agency’s
decision is based on its own search of the scientific literature and its review of comments,
including new scientific data, received in response to its proposed rule on O3FAs and CHD.

Surveys, cross-sectional studies, and nonintervention prospective studies do not provide adequate
support for a relationship between consumption of O3FAs and CHD. An association between fish
intake and CHD has not consistently been found, and in those studies that report such a
relationship, that relationship has not baan shown to be specific for O3FAs in fish. Ths only
prospactive, double-blind, placebo-controlled intervention study to date with CHD morbidity and
mortality as endpoints provided evidence that fish consumption reduced the fatality rate after
sscond heart attacks, but did not show that the effect was specific to O3FAs.

Clinical trizls have not found that intake of O3FAs reduces total cholesterol or LDL-cholesterol in
normal, healthy parsons or psrsons at risk for CHD. O3FAs reduce fasting and postprandial
triglycerides, but there is not gignificant scientific agreement that these blood lipid variables are
related to the risk of CHD. Likewise, the evidence that O3FAs raise high density lipoprotein-
(*good”) cholasterol levels is ambiguous and not persuasive. Numerous other clinical and
laboratory studies have examined mechanisms of action by which O3FAs might influsencs the risk
of CHD, but the available information is inadequate to support a health claim in food labeling.
Moreover, the agency remains concerned about the possibility that O3FAs may increase LDL-
cholesterol among persons with elevated blood lipids, and that O3FAs may worsen control of blood
glucose in diabetics.

The provisions of this final rule become effective May 8, 1993.

Docket Number: 91N-0103 "Food Labeling: Health Claims and Label Statements: Omaga-3 Fatty
Acids and Coronary Heart Digease"

Code of Federal Regulations Citation: 21 CFR 101.71(f)

Contact Person: John Wallingford, Center for Food Safety and Applied Nutrition (HFF-265), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-5461.
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Regulatory Impact Analysis -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brisf Summary: In an effort to calculate the cost and benefit of major changes in nutrition labeling, FDA
contracted with Research Triangle Institute to prepare estimates of the costs to industry {food
manufacturers and retailers) and the benefits to consumers of proposed changes in the format and
content of nutrition labeling. The agency published estimates of the costs and benefits of nutrition
labeling in November 1991. In response to that publication, FDA received approximately 350
commants, on the basis of which FDA estimatss that 257,000 labels will have to be changed. Further,
the agency calculates, in response to comments received, that 196,000 food products will have to be
changed. The agency has included the costs of protein testing and the costs to the Federal government
in its final cost astimate.

By allowing restaurants to estimate nutrient values on which claims are based using a "reasonable” basis
rather than analytical tests, and deferring any enforcement on small restaurant chains, the cost estimates
for restaurants, originally calculated at $118 million, was reduced by the Agency to $17 million. FDA
estimates the total cost of nutrition labeling to be between $1.4 billion and $2.3 billion, the actual
amount depending on the frequency of reanalyzing food products. In addition, costs to the Federal
government will be $160 million, and the estimated cost to industry of voluntary labeling of raw fruits,
vegetables, and seafood will fall betwsan $117 million and $155 million.

Based on its astimates in the Regulatory Impact Analysis, the Agency has determined that compliance
with the food labealing regulations would rasult in undue economic hardship. Therefore, the Agency is
extending by 1 year the application of the sections of the 1990 amendments dsaling with mandatory

nutrition labeling and nutrient content claims.

FDA calculated the monetary valua of benefits in terms of the number of life-years and the number of
livas saved as a resuilt of decreased ratss of cancer, coronary heart disease, osteoporosis, obasity, high
blood prassure, and allergic reactions to food. The benefit study focused, however, on cancer and
coronary heart disease. If consumers change food selection and consumption practices in response to
changes in food labeling, the reduction of the risk of cancer and coronary heart disease would, over &
20-year period, prevent about 39,200 cases of these two ilinesses, of which 12,900 would have
rasulted in death with the loss of 80,900 life-years. FDA increased its earlier benafit estimatas to reflect
both inflation and increases in personal incoms from the time the studies were originally conducted to
the present. This resulted in benefits ranging batween $4.4 billion and $26 billion.

The agency believes that both costs and benefits may be underestimated because of the enormous
amount of product reformulation expected to take place that was not included in the cost/benefit
calculstions.

Docket Number: 91N-0219 "Regulatory Impact Analysis of the Propased Rules to Amend the Food
Labeling Regulations”

Contact Person: Richard A. Williams, Jr., Center for Food Satety and Applied Nutrition (HFF-303), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202} 205-5271.
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State Exemption from Federal Preemption -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: The 1990 legislation authorizes Federal preemption of certain
state and local labeling requirements that are not identical to Federal requirements,
such as those pertaining to food standards, nutrition labeling, claims of nutrient
content, health claims, and ingredient declaration requirements. It also provides
that states may petition FDA for exemption of state requirements from Federal
preemption.

Under the final rule, FDA may grant a petition for exemption if a state shows that
its requirement would not cause any food to be in violation of any Federal
requirement, would not unduly burden interstate commerce, addresses a particular
need for information not met by Federal law, and does not pose an increased risk
to public health. FDA is providing that, if a petition meets these requirements,
FDA will publish a regulation granting an exemption. Such regulations will be
subject to the notice and comment rule-making procedure. If an exemption is
granted, all information pertaining to the petition will be available for examination
by interested parties.

The provisions of this final rule become effective February 5, 1993.
Docket Number: 91N-0038 "State Petitions Requesting Exemption from Federal
Preemption”
* Code of Federal Regulations Citation: 21 CFR 100.1
Contact Person: Elizabeth J. Campbell, Center for Food Safety and Applied

Nutrition (HFF-312), Food and Drug Administration, 200 C St. SW, Washington DC
20204. Phone (202) 205-5229.
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State Enforcement Under the Nutrition Labeling
. and Education Act -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: The 1990 food labeling legislation authorizes states to take action
in Federal Courts to enforce a wide range of provisions relating to the processing,
composition, packaging, and labeling of foods. This provision enables the states to
supplement FDA’s enforcement of laws and regulations governing much of the
Nation’s food supply.

The final regulation spells out criteria that a state must meet in order to exercise
these new enforcement powers. Specifically, a state must notify FDA at least 30
days prior to taking any enforcement action under the new law. If FDA begins an
enforcement action within that 30-day period, the state must suspend its action an
additional 60 days. If FDA is actively prosecuting a firm or has completed an
enforcement action against it, a8 state cannot take action against it.

The provisions of this final rule become effective February 5, 1993.

Docket Number: 91N-0343 "State Enforcement Provisions of the Nutrition
Labeling and Education Act of 1990"

Code of Federal Regulations Citation: 21 CFR 100.2

Contact Person: Gerad L. McCowin, Center for Food Safety and Applied Nutrition

(HFF-302), Food and Drug Administration, 200 C St. SW, Washington DC 20204.
Phone (202) 205-4561. ,
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January 6, 1993
Declaration of Ingredients: 2 Final Rules, 1 Proposed Rule

: Three of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Briaf Summaries: Two final rules and a related proposed rule address various aspects of ingredient
labeling intended to make this aspect of labeling more useful to consumers.

Following are provisions of the two final rules and the proposed rule: A final rule requires that all
certified color additives used in foods must be declared by their common or usual name, e.g., "FD&C
Blue No. 1." |t also requires that all protein hydrolysates used in food must be declared by their usual or
common name, which must include the identity of the protein source, 8.g., "hydrolyzed soy protein.”
The proposal would require the common or usual name declaration of protsin hydrolysates used for
flavor-related purposes to include the parenthetical term "(contains glutamate).”®

A final ruls requires the declaration of all ingredients in foods subject to a standard of identity. It also
requires the declaration of a sulfiting agent in a standardized food when the suifiting agent has a
functional effect in the food or is present at 10 ¢r more parts per million.

A final ruls allows for the collective declaration of preservative coatings of fresh fruits and vegstabiss,
8.g., "coated with food-grads, animal-based wax to maintain freshness.” Further, A final rule requires
the identification of a caseinate as a milk derivative when it appears in the ingredient list of a food
claiming to be a non-dairy food. It permits the optional inclusion of the food source in the name of
certain swesteners defined in the food standards, 8.g., dextrose anhydrous may be declared as "corn
sugar anhydrous.” And it provides a uniform format for the voluntary declaration of percentage
ingredient information in the ingredient list.

The proposal would also amend the standard of identity for canned tuna to require ths term "{includes
soybeans)® as part of the name used to declare the ingredient vegetable broth when soybaans are ons of
the vegetable extractives used to make the vegetable broth, and would also aliow the use of "and/or"
labsling for the declaration of swesateners in soft drinks, e.g."sugar and/or high fructoss corn syrup.”

The sffective date for the provisions for ingredient listing for standardized foods and the declaration of
certified color additives is May 8, 1983. The effective date for the other provisions in the final rules and
the proposed rule is May 8, 1994,

Docket Number: SON-0361 "Food Labeling: Declaration of Ingredients”, SON-0361D “Food Labeling:
Declaration of Ingredients for Dairy Products and Maple Sirup® and SON-0361M "Food Labeling;
Declaration of Ingredisnts--Common or Usual Name Declaration for Protein Hydrolysates and Vegetabls
Broth in Canned Tuna; "And/Or”" Labeling for Soft Drinks*

Code of Federal Regulations Citstions: 21 CFR 101.4, 101.22, 101.100, 102.22, 130.3, 130.9,
130.11 and specified food standards

Contact Person: Elizabeth J. Campbeil, Center for Food Safety and Applied Nutrition {HFF-312), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-5229.
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Percentage Juice Declaration on Beverages -- Final Rule

One of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brief Summary: The ingredient statement included in the labeling of a beverage purporting
by means of color, flavor, or labeling to contain fruit or vegetable juice must declare the
percentage of total juice contained in the product. This requirement, which becomes
effective May 8, 1993, applies to all such beverages whether carbonated or not,
concentrated, full strength, diluted, or containing no juice whatever. However, beverages
containing small or insignificant amounts of juice for flavor are not required to bear a
percent-of-juice declaration, provided they (1) are labeled with a flavor description using a
term such as "flavor" or "flavored,” (2) do not bear the term "juice™ other than in the
ingredient statement, and (3) do not otherwise purport to contain juice.

The rule astablishes criteria for naming juice beverages. They include the requirement that
a beverage with less than 100 percent juice must bs called "juice beverage™ or "“juice
drink,” etc. — not “juice.” When the label of a multi-juice baverage names one or more,
but not all, of the juices present, if the named juice is present in a minor amount, the name
of the product must either state that the beverage is flavored with that juice or declare the
amount of the juice in a 5-percent range, e.g., "raspberry-flavored juice blend™ or “juice
blend, 2-7% raspbsrry juice.”

The regulation makes it clear that a term such as "from concentrate” is required in the
labeling of a beverage made from concentrated juice, and that when a label states "100%
juice,” it must declare in the name if non-juice ingredients are present. In addition, the
regulation deals with modified juices that have undergone major changes so that they do
not have the characteristics and nutrient profile of the original juice. The name of such a
modified juice must include a description of the modification, and it cannot be included in
calculating the percentage of total juice in the beverage.

The provisions of this final rule become effective May 8, 1993.

Docket Number: 8ON-0140 "Food Labeling: Declaration of Ingredients; Common or Usual
Name for Nonstandardized Foods; Diluted Juice Beverages”

Code of Fedaral Raguiation Citations: 21 CFR 101.30 and 102.33

Contact Person: Elizabeth J. Campbell, Center for Food Safety and Applied Nutrition (HFF-
312), Food and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202)
205-5229. °
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Sections of the Federal Food, Drug, and Cosmetic Act
That Are Being Adequately Implemented -- Final Rule, and
Misleading Containers: Nonfunctional Slack-Fill -- Proposed Rule

Two of a Series of FDA Regulations Implementing
The Nutrition Labeling and Education Act of 1990

Brisf Summary: The Nutrition Labeling and Education Act provides for Federal preemption of
certain State and local food standards and labeling requirements. States are prohibited from
establishing food labeling or packaging requirements that are not identical to requirements in the
Federal Food, Drug, and Cosmetic Act.

Certain provisions of the Act dealing with misbranding do not presmpt State law until FDA
determines that these provisions are adequately dealt with in Federal regulations. FDA has
determined that five of the six misbranding provisions are being adequately implemeanted, i.8.,
403(b), 403(f), 403(h), 403(i)(1) and 403(k). Section 403(d), which is concerned with food
packaging, declares a food misbranded if its container "is $0 made, formed, or filled as to be
misieading.” FDA beligves that the terms "made”™ and "formed® are straightforward. The agency is
aware, however, that some States have enacted a varisty of laws and regulations concerning fill of
containers that go beyond the provisions of 403(d). FDA is proposing to establish a regulation that
would define the circumstances in which the empty space, or "slack-fill," within a container is
nonfunctional and, therefore, misleading.

FDA tentatively finds that slack-fill is justified to the extent that it performs an appropriate function,
such as protecting the contents of the container. Slack-fill in excess of that required to perform a
function is nonfunctional and, hence, misleading. The proposal provides for slack-fill caused by
normal product settling, as well as that made necessary in the packing of certain convenience
foods and gift products.

The proposed regulation would engsure adequate implementation of section 403(d) and would
provide additional consumer protection against misleading fill of food containers. It would also
provide FDA and State agencies with a uniform means of taking action against providers of
misleading containers. Manufacturers will be assured that packaging will be treated uniformly
throughout the Nation with respect to misleading containers.

The provisions for the final rule become effective February 5, 1993.

Docket Numbers: 91N-0134 "Certain Misbranding Sections of FFDCA that are, and that are not,
Adequately Being Implemented by Regulation; Notice of Final List* and 92N-0383 "Misleading
Containers; Nonfunctional Slack-Fill"

Code of Federal Regulations Citations: 21 CFR Part 1 and 21 CFR 100.100, respectively

Contact Person: Michelle A. Smith, Center for Food Safety and Applied Nutrition (HFF-414), Food
and Drug Administration, 200 C St. SW, Washington DC 20204. Phone (202) 205-5108.
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Nutrient Content Claims {Final Rule]

Nutrient

Free

Low

Reduced / Less

Comments

* Synonyms for "Free": "Zero",
*No®, "Without®,"Trivial Source
of*, "Negligible Source of",
“Dietarily Insignificant Source of”

» Definitions for "Free" for meals
and main dishes are the stated
values per labeled serving

- | Synonyms for "Low": “Little",

("Few" for Calories), "Contains a
Small Amount of”,"Low Source
of"

« Synonyms for "Reduced” /
"Less"; “Lower" ("Fewer" for
calories)

+ "Modified” may be used in
statement of identity

* Definitions for meals and main
dishes are same as for individual
foods on a per 100 g basis

« For "Free®, "Very Low", or “Low", must indicate if food meets a definition
without benefit of special processing, alteration, formulation or
reformulation; e.g.,"broccoli, a fat-free food" or “celery, a low calorie food”

+ NOTE: * If ingradient containing a trivial amount of a nutrient is added to
food that qualifies for "Free” claim, a statement such as "Adds a trivial
amount of [nutrient]” is asterisked to ingredient

Calories

* Less than 5 cal per reference
amount

« Not defined for meals or main
dishes

* 40 cal or less per reference
amount (and per 50 g if reference
amount is smalf)

» Meals and main dishes: 120 cal
or less peri00 g

- At Jeast 25% fewer calories per
reference amount than an
appropriate reference food

+ Reference food may not be
“Low Calorie”

- Uses term "Fewer" rather than
“Less”

« "Light" or "Lite": if 50% or more of the calories are from fat, fat must be
reduced by at least 50% per reference amount. If less than 50% of calories
are from fat, fat must be reduced atleast 50% or calories reduced at least
1/3 per referance amount

« Meal or main dish meets definition for “Low Calorie” or "Low Fat” meal and
is labeled to indicate which definition is met

Total Fat

» Less than 0.5 g per refarence
amount and no ingredient that is
fat or undarstood to contain fat
except as noted above*

*» 3 g or less per reference amount
(and per 50 g if reference amount
is smali)

+ Meals and main dishes: 3 g or
lass per 100 g and not more than
30% of calories from fat

* At least 25% less fat per
reference amount than an
appropriate reference food

+» Reference food may not be
"Low Fat”

*"__% Fat Free"; OK if meets the requirements for "Low Fat"

s "Light" - see above

Saturated Fat

* Less than 0.5 g per reference
amount

« Trans fatty acids are not more
than 1% of total fat

+ No ingredient that is understood
to contain saturated fat except as
noted above*

« 1 g or less per reference amount
and 15% or less of calories from
saturated fat

* Meals and main dishes: 1 g or
less per 100 g and less than 10%
of calories from saturated fat

« At least 25% less saturated fat
per reference amount than an
appropriate reference food

* Reterance food may not be
"Low Saturated Fat”

* Next to all saturated fat claims, must daclare the amount of cholesteral if 2
mg or more per reference amount ; and the amount of total fat if more than
3 g per reference amount (or 0.5 g or more of total fat for "Saturated Fat
Free")

Notas: "Reference Amount” = amount customarily consumed.
»gmal) Serving” = roference amount 30 g or lo;s or 2 tablespoons or less (for dehydrated foods that are typlcally consumed when rehydrated with water only, the per 50 g refers to the as prepared form).
* Statement "Sea ___ panel for nutrition information™ must accompany all content claims. When leveis exceed: 13 g Fat, 4 g Saturated Fat, 60 mg Cholesterol, and 480 mg Sodium per relarence amount per latmled
serving and for foods with small relerence amounts per 50 g disclosure statement is required as part of claim (e.g. “see side panel for information on fat and other nutrients”).




Nutrient Content Claims [Final Rule)

Nutrient

Free

Low

Reduced / Less

Comments

Cholesterol

* Less than 2 mg per reference
amount.

+ If less than 2 mg per reference
amount by special processing and
total fat exceeds 13 g per
reference and labeled serving,
the amount of cholesterol must be
"Substantially Less” (25%) than in
a reference food with significant
markst share (5% of market)

* No ingredient that contains
cholesterol except as noted
above’

-1+ 20 mg or less per reference

amount (and per 50 g of food if
reference amount is small)

» If qualifies by special processing
and total fat exceeds 13 g per
reference and labeled serving,
the amount of cholesterol must be
"Substantially Less" (25%) than in
a reference food with significant
market share (5% of market)

* Meals and main dishes: 20 mg or
less per 100 g

* Atleast 25% less fat per
reference amount than an
appropriate reference food

* Reference food may not be
"Low Cholesterol”

* CHOLESTEROL CLAIMS ONLY ALLOWED WHEN FOOD CONTAINS
2 g OR LESS SATURATED FAT PER REFERENCE AMOUNT, OR FOR
MEALS AND MAIN DISH PRODUCTS, PER LABELED SERVING SIZE

* Must declare the amount of total fat next to cholesterol claim when fat
exceeds 13 g per reference amount and labeled serving (or per 50 g of
food if reference amount is small)

Sodium

» Less than 5 mg per reference
amount and no ingredient that is
sodium choloride or generally
understood to contain sodium
except as noted above*

» 140 mg or less per reference
amount (and per 50 g if reference
amount is small)

* Meals and main dishes: 140 mg
or less per 100 ¢

* Atleast 25% less sodium per
reference amount than an
appropriate reference food

» Reference food may not be
"Low Sodium”

- "Light" (for sodium reduced products): if food is "Low Calorie” and “Low
Fat" and sodium is reduced by at least 50%

» "Light in Sodium*: i food is reduced by at least 50% per reference
amount. Entire term “Light in Sodium* must be used in same type, size,
color & prominence. Light in Sodium for meals = “Low in Sodium”

* " Very Low Sodium®: 35 mg or less per serving (and per 50 g if reference
amountis small). For meals and main dishes: 35 mg or less per 100 g

* "Salt Free" must meet criterion for “Sodium Free”

* "No Salt Added" and “Unsalted” must meet conditions of use and must
declare "This Is Not A Sodium Free Food" on information panel

» "Lightly Salted": 50% less sodium than normally added to reference food
and if not "Low Sodium®, so labeled on information panel

Sugars

* “Sugar Free"; Less than 0.5 g
per reference amount and no
ingredient that is sugar or
generally understood to contain
sugar except as noted above*

» Disclose calorie profile (e.g.
"Low Calorie”)

» Not Defined. No basis for a
recommended intake

+ At least 25% less sugars per
reference amount than an
appropriate reference food

« "No Added Sugars” and "Without Added Sugars” are allowed if no sugar
or sugar containing ingredient is added during processing. State if food is
not "Low" or "Reduced Calorie”

* The terms "Unswesetened"” and "No Added Sweeteners" remain as factual
statements

+ Claims about reducing dental caries are implied health claims

+ Does not include sugar alcohols

Notes: "Reference Amount™ = amount customarily consumed.
“Small Serving” = reference amount 30 g or less or 2 tablespoons or less (for
* Statement "See panel for nutrition information™ must accompany all content

dehydrated foods that are typlcally consumed when rehydrated with water only, the per 50 g refers to the as prepared form).
dalms. When tevels exceed: 13 g Fat, 4 g Saturated Fat, 60 mg Cholesterol, and 480 mg Sodium per relerence amount per labeled

sarving and for loods with small reference amounts per 50 g disclosurae statemert Is required as part of claim (e.g. “see side panel lor Inlormation on fat and other nutrients”).




Relativ r mparative) Claims

Accompanying Information

- For all relative claims, percent (or fraction) of change and identity of reference food must be declared in immediate proximity to
the most prominent claim. Quantitative comparison of the amount of the nutrient in the product per labeled serving with that in the
reference food must be declared on information panel.

« For Light claims: % reduction for both fat and calories must be stated but % reduction need not be specified if product is low in

that nutrient.

Reference Foods

"Light" / "Lite"

(1) Afood representative of the type of food bearing the claim, e.g. average value of top three brands or
representative value from valid data base; (2) similar food (e.g. potato chips for potato chips); and (3) not low calorie
and low fat (except light sodium foods which must be low calorie and low fat).

"Reduced” and "Added"
(or "fortifled” and
"enriched")

(1) An established regular product or average representative product and (2) similar food.

"More" and "Less"
( or "Fewer")

(1) An established regular product or average representative product and (2) a dissimilar food in the same product
category which may be generally substituted for labeled food (e.g. potato chips for pretzels) or a similar food.

her Nutrien nten laim

" ean”

On seafood or game meat that contains < 10 g total fat, < 4 g saturated fat and < 95 mg cholesterol / reference serving and
per 100 g.(for meals & main dishes, meets criteria per 100 g and per labeled serving).

"Extra Lean”

On seafood or game meat that contains < 5 g total fat, < 2 g saturated fat and < 95 mg cholesterol per reference serving
and per 100 g. (for meals and main dishes, meets criteria per 100 g and per label serving).

"High”, "Rich in", or
“Excellent Source Of"

Contains 20% or more of the Reference Daily Intake (RDI) or Daily Reference Value (DRV) to describe protein, vitamins,

minerals, dietary fiber, or potassium per reference serving.
May be used on meals or main dishes to indicate that product contains a food that meets definition.

"Good Source Of",
»*Contalins” or "Provides"

10-19% of the RDI or DRV per reference serving.
May be used on meals or main dishes to indicate that product contains a food that meets definition.

"More"

10% or more of the DRV or RDI per reference serving.

"Modlfied"

May be used in statement of identity that bears a relative claim, e.g. "Modified Fat Cheese Cake, Contains 35% Less Fat
Than Our Regular Cheese Cake."

Any Fiber Claim

If food is not low in total fat, must state total fat in conjunction with claim such as "More Fiber".




mplied Claim

« Claims about a food or ingredient that suggests that the nutrient or ingredient are absent or present in a certain amount or
claims about a food that suggests a food may be useful in maintaining healthy dietary practices and which are made with an
explicit claim (e.g. "healthy, contains 3 grams of fat") are implied claims and are prohibited unless provided for in a regulation
by FDA. In addition, the Agency has devised a petition system whereby specific additional claims may be considered.

- Claims that a food contains or is made with an ingredient that is known to contain a particular nutrient may be made if product
is "Low" in or a "Good Source" of the nutrient associated with the claim (e.g. "good source of oat bran”).

« Equivalence claims: "contains as much [nutrient] as a [food]" may be made if both reference food and labeled food are "Good
Source" of nutrient on a per serving basis.

« The following label statements are generally not considered implied claims unless they are made in a nutrition context:

1) avoidance claims for religious food intolerance or other non-nutrition related reasons (e.g. "100% milk free"); 2) statements
about non-nutritive substances (e.g. "no artificial colors"); 3) added value statements (e.g. "made with real butter"); 4)
statements of identity (e.g. "corn oil" or "corn oil margarine"); and 5) special dietary statements made in compliance with a

specific Part 105 provision.

T vered That Are Not Nutrien ntent Claim
"Fresh" A raw food that has not been frozen, heat processed, or otherwise preserved.
"Fresh Frozen" Food was quickly frozen while still fresh.

FDA / Center for Food Safety and Applied Nutrition / Office of Food Labellng & Planning Branch, January 19, 1993.
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Nutrition Labeling
of Meat and B
Products

The U.S. Department of Agriculture’s (USDA) Food Safety and Inspection
Service (FSIS) joined in the %nn of 1989 with the U.S. Department of
Health and Human Services ( HS?, Food and Drug Adminisiration (FDA)
to reform the food label.

The new labels will helglconsumers follow the Dietary Guidelines devel-
oped by the USDA and HHS. These guidelines emphasize the importance
of a well-balanced diet:

o Eata variety of foods.

s Maintain healthy weight.

* Choose a diet low in fat, saturated fat, and cholesterol.

¢ Choose a diet with plenty of vegetables, fruits, and grain
products.

¢ Use sugars only in moderation.

¢ Use salt and sodium only in moderation.

* If you drink alcoholic beverages, do so in moderation.
The new food label marks an enormous collaborative effort:

FSIS is res%%nsible for ensuring accuracy in labelinF of meat and
poultry products; FDA is responsible tor labeling all other toods.

islation, named the Nutrition Labeling and Education Act of
1990 (NLEA), required nutrition labeling of foods under FDA jurisdiction.
Although the NLEA does not mandate labeling of meat and poultry
products, FSIS issued companion regulations for these foods.

FSIS and FDA issued parallel regulations that harmonize as much as
possible and that create the most uniform nutrition labels possible for
virtually all foods.

Nutrition Labeling



Mandatory Labeling

Voluntary Labeling

USDA Regulation

On January 6, 1993, USDA issued its final rule on “Nutrition Labeling of
Meat and Poultry Products,” as did FDA forall other foods. Manufacturers

‘already have b to redesign their food labels according to the new

ecifications. rule becomes effective July 1994, when most processed
meat and poultry products must carry the new nutrition label.

FSIS requires mandatory nutrition labeling for most meat and poultry
products except raw, single-ingredient Yaroducts. Packages of chili and hot
dogs, for instance, must bear nutrition labeling panels.

The label information is based on the product “as packaged.” ”As pack-
aged” labeling must list informationabout the nutrients ina serving of food
at the time it is purchased, without considering further consumer prepara-
tion. The nutrient content of some products, like bacon, may change greatly
during preparation. So, a label also may list the information “as con-
sumed,” provided that it clearly states preparation and cooking instruc-
tions. “As consumed” means the nutritional information is based on the
product after it is cooked usinghcommon methods, such as oven roasting,
that do not add ingredients such as fat, flour, or salt, which could alter the
nutrient profile.

FSIS is in the process of reviewing the way it apgroves labels for meat and
poultry products. Untila new system is adopted, the agency will continue
to examine and aiprove every label before the product can enter the
marketplace to make sure the nutrient information is accurate.

FSIS encomz,xﬁes voluntary nutrition labeling on raw, single-ingredient
meat and poultry products, such as beef roasts, raw chicken breasts, and
ground beef.

Manufacturers of raw, single-ingredient meat and poultry products who
choose to provide nutrition information on the label must adhere to the
same requirements of the mandatory program, except that they ma

declare nutrients based on the product “as consumed” or “as packaged.”

FSIS will encourage firms to participate in the voluntary program and will
evaluate participation. If 60 percent of evaluated stores are not participating
at a significant level in the voluntary program, FSIS plans to initiate
proposed rulemaking to determine whether it would be beneficial to
require nutrition labeling for raw, single-ingredient products.

Point-of-purchase materials. As analternative to providing nutrition
information on the label, manufacturers of meat and poultry products that
fall in the voluntary nutrition labeling category also may provide nutrition
information through point-of-purchase materials, such as pamphlets, wall
posters, and videos.

Nutrition informationin point-of-purchase materials is given formeat with
external fat or poultry with skin. OEJt;onal information may be shown for
trimmed meat or poultry without skin.

FSIShas exempted certain products from the mandatory nutrition labeling
provisions. Some of these exemptions are:

¢ products served in restaurants and other institutions, because
consumers won't see the packaging.

* products in small packages weighing less than 1/2 ounce,
unless a nutrition claim is made (a modified label is permitted
for intermediate-size packages).

Nutrition Labeling
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The Front Label

® productsproduced by smallbusinesses, unless anutritionclaim
1s made. A processed consumer product will be exempt from
nutrition labeling if the firm producing it has 500 or fewer
employees and produces less than 100,000 pounds of that
roduct a year. This small business exemption will be phased
In over a three-year period.

® productsproduced or packaged at retail, such as sliced bologna.
The New Nutrition Label at A Glance

Product claims, such as “low-fat” or “light,” on USDA products will be
defined by regulation. These definitions ensure that products that carry
claims are consistent from manufacturer to manufacturer, and consumers
are assured they can believe what they read on the package.

Nutrient Content Claims - While descriptive claims like “light” and
“low-fat” have long been used on food labels, their meaning—and their
usefulness inhell%infconsumers plana healthful diet—willnow be defined

I

in regulations. has set specific requirements for using the following
terms:

¢ free * light (lite)

® less * high

* low s reduced

* good source of ¢ lean

* extralean * more

For example, if a meat or poultry processor describes an individual food as
“low in fat,” the food must meet the specific FSIS definition: 3 grams or less
of fat per reference amount customarily consumed (RACC). If an indi-
vidual food is described as “low in calories,” it cannot contain more than 40
calories per RACC.

In addition, meat and poultry products can use the terms “lean” or “extra
lean” if they meet specific definitions.

Lean refers to a serving of meat and poultry with less than 10 grams
of fat, less than 4 grams of saturated fat, and less than 95 milligrams of
cholesterol per 100 grams.

Extra lean refers to meat and poultry with less than 5 grams of fat,
less than 2 grams of saturated fat, and less than 95 milligrams of cholesterol

per 100 grams.

Claims in Brand Names - Often the brand name of a product will use
a nutrient content claim—for example, “Lean Cuisine.” FSIS permits use of
a nutrient content claim in a brand name if the product meets the re%;red
definition of the term. A brand name containi:&g a descriptive term that is
not defined by the regulation is permitted o I}' if it was in use prior to
November 27, 1991 (the date of the proposal). If a firm adopted the brand
name after November 27, 1991, it must petition FSIS to use the term.

The word “healthy” and derivatives such as “healthful” or
“healthier” often have been used in brand names. FSIS published on
January 6, 1993, a proposed rule with request for comments on use of the
word “healthy” on the label of a meat or poultry product.

Page 3
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Health Claims - FSIS also is studying the use of “health claims,” that
is, describing a food as low in a nutrient that has been linked to a disease.
The description of a food as low in fat, followed by the statement that high
fat intake has been linked to a high risk of cancer, would be a health claim.
FSIS expects to complete its review of this issue soon, and then will address

the issue publicly.
The Label: Nutrition Guide

Most packaged foods will carry an up-to-date, easy-to-use nutrition infor-
mation guide that will serve as a key to planning a healthful diet.

Chili with Beans*
The New Food ..
Label Nutrition Facts
Serving Size 1 cup (253 g)
Servings Per Container 4
nt Per rvlng

Calories 260 Calories from Fat 70
-]

% Daily Value*
Total Fat 8g 13%
Saturated Fat 3g 17%
Cholesterol 130mg 44%
Sodium 1010mg 42%
Total Carbohydrate 22g 7%
Dietary Fiber 9g 36%
Sugars 4g
Protein 25g
Vit A 35% | . Vitamin C 2%
Calcium 6% . Iron 30%

* Percent Daily Valuas are based on a 2,000
calorie diet. Your daiy values may be higher
or lower depending on your calorie needs:

Calories: 2,000 2,500

Total Fat Less than 65g 80g
Sat Fat Lessthan 20g 25g
Cholesterol Lessthan 300mg  300mg
Sodium Lessthan 2,400mg 2,400mg
Total Carbohydrate 300g 375g
Dietary Fiber 25g 30g * COi%csutt FDA regulation for
- - requirementson
e B e eelo 4 = Protan 4 size, spacing and other
graphic elements.
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Serving Size - Serving sizes in the new rule are uniform and
consistent across product lines, and reflect the average amounts people
actually eat. Some serving sizes are listed as ounces—for instance, the
serving size for beef steak is three ounces; others are listed in common
household measures—for instance, the serving size for chili is one cup.

List of Nutrients - The list of nutrients covers those that are currently
of public health significance (sodium and fat, for example). Consumers
want to know about the levels of these and other nutrients in food products
to make dietary choices that benefit their health.

Calories from Fat - The number of calories from fat is shown on the
label to help consumersmeet dietary guidelines that recommerd people get
only 30 percent of their daily calories from fat.

Daily Values - Daily values are also something new. Consumerscan
use these numbers to evaluate how a food fits into a healthful diet. Because
individual dietary needs vargéotwo daily values are listed on the label as
references—onebased on a 2,000 calorie diet and the other on a 2,500 calorie
diet. The “Daily Values” listing is also an easy way to know at a glance
whether the package carries the new food labe{

% Daily Value - These are numbers consumers can use to evaluate
how a food fits into a healthful diet.

Compliance

FSIS monitors labels in the marketplace as part of its refu.lato mission.
The agency will select products and then analyze the food to make sure the
label information is accurate. If the nutrient values of the food do not match
the values on the label, FSIS will notify the company, which must either
change the label or provide data that support the label information listed.
C(ig\gaarﬂes must keep records on their nutrient analyses and/or recipe
ca tions.

Pubiic Education Activities

A new food label is only as beneficial as the ability of consumers to
understand and use it. FSIS and FDA are committed to helping consumers
learn how to read the new label and use it to choose a hea 1 diet.

The agencies are coordinating a public and private sector “National Ex-
change for Food Labeling Education (NEFLE)” to help educate the Ameri-
can public about nutrition labeling. NEFLE includes representatives from
Government, and health, consumer, industry, and educational groups.
These groups bring varied resources to the massive public education
campaign. For instance, health organizations share information and mate-
rials on labeling education activities throx(xjgh a central network at USDA’s
National Agricultural Library; USDA and FDA conduct periodic surveys
to identify consumers’ knowledge and attitudes toward health and nutri-
tion; and USDA is develuping consumer brochures on the food label
through the FSIS Office of Consumer Education.

Page 5
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For more information
about nutrition labeling,

contact
Media Inquiries: Jim Greene

FSIS/USDA

Room 1161-South Building
Washington, D.C. 20250
(202) 7200314

Technical Inquiries: Charles Edwards
" FSIS Product Assessment Division
USDA
Room 305-Annex Building
Washington, D.C. 20250

(202) 205-0080

Educational Programs: Sharin Sachs or Barbara O'Brien
FSIS Office of Consumer Education
USDA
Room 1165-South Building
Washington, D.C. 20250
(202) 6900351

Consumer Inquiries: USDA toll-free Meat
and Poultry Hotline

1-800-5 55
(in the Washington, D.C. area,
call 202-720- )

Nutrition Labeling Page 6







CHANGES AS A RESULT OF THE

NEW NUTRITION LABELING REGULATIONS

January 6, 1993

Food Safety and Inspection Service
Department of Agriculture

Washington, DC



CHANGES A8 A RESULT OF THE
NUTRITION LABELING REGULATIONS

Follow Follow
Until Until
Rescind July 6, July 6,
Now 1994% 1994%#
074A 007 0l16A
085B 039 019Aa
046A 114
049D 121A H
070C 069
071B
078A
086A
121A

* These policy memoranda will be rescinded

on July 6,

1994.

** These policy memoranda will be revised

on July 6,

1994.
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Subject:

United States Food Safety
} Department of and Inspection
Agriculture Service

6 JAN 1993

Policy Memo 04637

Ashland L. Clemons, Director
Food Labeling Division
Regulatory Programs

Percent Fat Free Label Declarations

I88UB: Requirements for the approval of percent fat free
declarations.

POLICY: This policy memo replaces Policy Memo 046. Percent
fat free statements, e.g., "95% Fat Free," are acceptable on
product labels if the labels also bear a positive declaration
of the product’s fat content, e.g., "contains 5% fat." This
percent fat statement should be contiguous to the percent fat
free statement and be displayed in a prominent manner.

The percent fat free statement and the accompanying statement

of the fat content are considered representations of the fat
content of the product only and do not necessarily represent
the fat free portion as lean material. Thus, concomitant claims
of the lean content, such as "95% Lean," will be closely
scrutinized.

RATIOMALEB: These guidelines are issued to identify the policy
the meat and poultry industry may use for the labeling of
percent fat free information during the period between the
promulgation of the nutrition labeling regulations (January 6,
1993) and its implementation date (July 6, 1994). The guide-
lines essentially reflect policy that has been applied to
percent fat free labeling for a number of years, with the

’
=8, *)e cd1€d 21§ 26 =uls . A S27.
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been deleted. The Agency believes that it is necessary to
remove these requirements so that the industry may devote
existing resources to the development of the nutritional
information needed to comply with the new nutrition labeling
regulations.

FSIS FORM 2630-58 (3/89) REPLACES FSIS FORM 2634-5, WHICH MAY B USED UNTIL EXHAUSTED



Zz==\ United States Food Safety
(I/‘\, Department of and Inspection
\_/ Agriculture Service

6 JAN 1993

TJo:

Branch Chiefs, FLD Policy Memo 049D

From: d L. Clexpons, Director
Food Labeling Division

Regulatory Programs

subject: Sodium Labeling Guidelines

ISBUB: What guidelines should be followed in the review

and approval of labeling which includes sodium and/or salt
information?

POLICY: This policy memo replaces Policy Memo 049C.

1. The label of any meat or poultry product may bear
quantitative information on the amount of sodium in a serving

of the product. When this information is provided, the serving
size must appear on the label and must be within the range of
serving sizes customarily used for that product. Sodium content
information may be included without other nutrition information.

2. Quantitative information on sodium content shall be declared
in terms of milligrams (mg) per serving of the product. The
sodium content shall be expressed as zero when the serving
contains less than 5 mg, to the nearest 5 mg increment when

the serving contains 5 to 140 mg of sodium, and to the nearest
10 mg increment when the serving contains greater than 140 mg

of sodium.

3. Nutrition labeling does not require the inclusion of sodium

content information. However, if sodium content information is

included on the nutrition information panel of a meat or poultry
product, the sodium content information must immediately follow

the information on fat content (or, if provided, any information
on fatty acid and/or cholesterol content).

4. When a claim is made about the sodium and/or salt content
of a product, the label of the product must bear quantitative
information on the sodium content in a serving of the product.

5. "Very Low Sodium"™ may be applied only to products that

contain 35 mg or less of sodium per serving. "Low Sodium"
may be applied only to products that contain 140 mg or less

FSIS FORM 2630-58 ‘m) REPLACES £SIS FORM 2630-5, WHICH MAY BE USED UNTW EXHAUSTED.



Branch Chiefs, FLD -2- Policy Memo 049D

of sodium per serving. "Sodium Free" and similar terms may be

applied only to products that contain less than 5 mg of sodium

per serving. "Salt Free" and similar terms may be applied only
to products that qualify to be labeled "Sodium Free."

6. “Unsalted" or "No Salt Added™ or "Without Added Salt" or

an equivalent term may be applied to products only if: (1) no
salt is added during processing and no ingredient contains salt
(sodium chloride), and (2) the product that it resembles and for
which it substitutes is normally processed with salt. .

7. "Reduced Sodium" may be applied only to.those products which
have been formulated to serve as and are represented as direct
replacements for foods containing at least four times the sodium
content (75 percent reduction). The label of the product shall
provide quantitative information comparing the sodium content
per serving of the reduced product with that of an equivalent
serving of the product it replaces. This information should be
in immediate conjunction with the claim or referenced by an
asterisk.

8. A comparative sodium content claim may not be made unless:
(1) a product’s sodium content is at least 25 percent less than
that of the appropriate product(s) with which it is compared,
and (2) the comparative claim is accompanied by (in immediate
conjunction with the claim or referenced by an asterisk) an
identification of the product(s) with which the comparison is
being made and a quantitative statement of the relative or
absolute difference in sodium content per serving (using
equivalent serving sizes) of the product(s) being compared.
Examples of such claims would be "This bologna has 25% less
sodium per serving than our regular bologna," or "This bologna
contains 125 mg less sodium per serving than the three leading
brands of bologna." While a 25 percent reduction in sodium is
necessary in order to make such comparative claims, companies
are encouraged to decrease the sodium content of their products
in lesser amounts and, if necessary, incrementally as experience
is gathered.

" RATIOMALE: These guidelines are issued to identify the policy
the meat and poultry industry may use for the labeling of sodium
information during the period between the promulgation of the
nutrition labeling regulations (January 6, 1993) and its
implementation date (July 6, 1994). The guidelines essentially
reflect the policy that has been applied to sodium information
labeling for a number of years, with the exception that the

reg i Aul=1e = ® Bcitl-ad DU = A = ui= L = 39,.= -1 -
and the need for a Nutrition Labeling Verification procedure or
Partial Quality control program have been deleted. The Agency
believes that it is necessary to remove these requirements so
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that the industry may devote existing resources to the
development of the nutritional information needed to comply
with the new nutrition labeling regulations.
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Agriculture Service

6 JAN 1993

Branch Chiefs, Policy Memo 070C

Ashland L. ClemoNs, Director
Food Labeling Division
Regulatory Programs

Fat and Lean Clainms

IS8BUE: What are the guidelines for the review and approval of
labeling claims relating to the fat and lean content of meat and
poultry products?

POLICY: This policy memo replaces Policy Memo 070B. Emphatic
expressions of the lean content of a meat or poultry product,
e.g., "lean," "extra lean,® and "low fat,” and comparative
expressions of lean or fat content, e.g., "leaner," "lower fat,"
"less fat," may be used in the labeling of meat and poultry
products.

"Low Fat" may be used only for those products that contain no
more than 10 percent fat. "Lean" may be used only for those
products that contain no more than 10 percent fat except for
ground beef and hamburger. %“Extra lean™ may be used cnly for
those products that contain no more than 5 percent fat except
for ground beef and hamburger. In each case, the actual amount
of fat in the product must be disclosed, e.g., ¥contains 4
percent fat" and either accompany the claim or be referenced by
means of an asterisk and placed elsewhere on the principal
display panel, on the information panel, or be included as a
part of other nutrition information.

When ground beef and hamburger are labeled as "lean® or "extra
lean," they must have at least a 25 percent reduction in fat
from the regulatory standard of 30 percent fat (i.e., they can
contain no more than 22.5 percent fat). In each case, the
actual fat percentage and the lean percentage must either
accompany the claim or be referenced by means of an asterisk and
placed elsewhere on the principal display panel. For example,
20 percent fat ground beef could be labeled "Lean Ground Beef,
Contains 80 percent Lean and 20 percent Fat." Ground beef or
hamburger, not labeled as "lean®™ or "extra lean,"” may centinue
to be labeled with a fat percentage (i.e., Contains 20 percent
Fat). However, ground beef and hamburger may not be labeled

REPLACES FSIS FORM 2638-S. WHICH MAY BE USED UNTI EXHAUSTED.
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with only a lean percentage. A fat percentage must accompany
any claim about the lean content. In all cases, the fat
percentage must be in lettering of the same size, type, and on
the same background as the lean percentage.

Comparative expressions of the lean or fat content of products
may be used only if there is at least a 25 percent reduction or
difference in fat or lean content from (1) the amount of fat
permitted by an applicable standard if the amount of fat identi-
fied by the standard is representative of the majority of the
products in the marketplace, e.g., a comparison to the pork
sausage standard would not be permitted because market-pasket
surveys have shown that the average fat content of pork sausage
is approximately 40 percent and not close to the 50 percent

fat allowed by the standard, (2) the amount of fat in a market-
basket survey of comparable products, or (3) the amount of

fat in a similar product or class of products as found in
recent applicable references such as the revised editions of
Composition of Foods ~ Agriculture Handbook No. 8. An expla-
nation that includes quantitative information about the fat or
lean content of the lower fat product and a comparison of its
fat or lean content to any of the above references must also be
included on the labeling. For example, the explanation for a
product labeled "Leaner Italian Sausage"™ might be "This product
contains 24 percent fat, which is 30 percent less fat than
allowed by the USDA standard for italian Sausage."

Fanciful names, brand names, and trademarks often include lean
terms. In the case of frozen dinners and entrees, the terms are
assumed to represent these products as useful in the reduction
or maintenance of body weight. An example is "Lean Cuisine."
When such terms are used for this purpose, the products must be
nutritionally labeled in accordance with Policy Memo 039. 1In
other situations where the terms are included in fanciful names,
brand names, and trademarks to convey the leanness of a product
or a substantial reduction in fat, the explanation for compar-
ative expressions of lean or fat content described therein is -

required unless the products meet the definitions for "lean,"
"extra lean,"™ or "low fat."

All products with claims about the lean content will be closely
examined to assure that the products became leaner due io the
replarement of fat by lean material, i.e., indigenous meat or
poultry protein and the natural moisture associated with the
protein. 1In situations where a fat content declaration would
not accurately reflect the lean content of the product, a
statement that discloses the actual amount of lean material in
the leaner product expressed as the percent lean material or
percent protein may be needed, e.g., "50 percent leaner than
average -- contains 25 percent protein."™ These
statements may accompany the claim or be referenced by means of
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an asterisk and placed eisewhere on the principal display panel
or on the information panel.

nggrally, the emphatic claims "lean®" and "extra lean" will be
limited to products composed solely of fat and lean material
w%tp no added substances such as water or extenders. In those
limited situations where it can be demonstrated that the product
before and after the addition of any added substances contained
no more than 10 percent or 5 percent fat, as the case may be,
the emphatic claims may be used. For example, a ham and water
product could not be labeled "lean" if it contained 10 percent
fat, since the product became lean by dilution with water and
other added substances. However, if the meat portion contained

no more than 10 percent fat before processing, the product could
be labeled "lean."

The policy of allowing on the labeling of whole cuts or parts
of meat or poultry terms such as "lean" and "extra lean" if
stated in the possessive and accompanied by a guarantee
statement has been withdrawn. These products must meet the
definitions for use of these terms. Comparative terms, e.g.,
"leaner," "lower fat," etc., may be used if there is at least

a 25 percent decrease in fat or increase in lean content of the
product. In this case, a comparative explanation as described
above is required.

The terms "lean,"™ %50/50," and other similar designations
which are used as meat industry trade terms to designate the
leanness of meat for further processing are acceptable without
an explanation as required by this policy memo. However, when
the lean or fat content is expressed as a true percentage, the
company must either add contiguous to the product name the
phrase, "For Further Processing," or some similar designation
that indicates the product is to be further processed.

RATIOMALE: These guidelines are issued to identify the policy
the meat and poultry industry may use for the labeling of fat
and lean claims during the period between the promulgation of
the nutrition labeling regulations (January 6, 1993) and its
implementation date {July 6, 1994). The guidelines essentially
reflect the policy that has been applied to fat and lean claims
for a number of years, with the exception that the requirements
for data submission at the time of label approval and the need
for a Nutrition Labeling Verificatjon proc e or Partia
Quality Control program have been deleted. The Agency believes
that it is necessary to remove these requirements so that the
industry may devote existing resources to the development of the
nutritional information needed to comply with the new nutrition

labeling regulations.
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Labeling claims concerning a product’s fat or lean content can
be informative and useful to consumers in making food choices.
Processors producing products with reduced amounts of fat or
using leaner meat or poultry ingredients should be able to label
their products to indicate this characteristic. A claim alone
without some explanation of its meaning may be misleading and,
in most cases, does not provide the information necessary to
make a value judgment. The explanation accompanying most claims
must be designed to enable the consumer to make a comparison.

In some cases, a disclosure of only the fat or lean content will
provide the necessary information.

Definitions are being established for "lean" and "extra lean"
(except for ground beef and hamburger) as well as "low fat"
since they are absolute terms which have taken on increasing
importance to the consumer in recent years. "“Lean" and "low
fat" are comparable in meaning and are given the same
definition. YExtra lean" is given a more strict definition
because consumers would expect a product so labeled to have
less fat than a product labeled "lean" or "low fat."

Because of the history of successful State and local regulation
of the meaning of "lean" and "extra lean" ground beef and
hamburger, the absolute definitions established are not
considered necessary. The State and local requirements do vary,
but by stating the fat and lean content of the product, such
labeling will assure that consumers do not mistakenly believe
that "lean ground beef" contains no more than 10 percent fat.

The policy allowing only a reduction to 25 percent fat (a

17 percent reduction) for products that may contain no more
than 30 percent fat has been withdrawn. It was recognized that
this was an anomaly and it is preferable to be consistent with
other policies both within this Agency and the Food and Drug
Administration that require a 25 percent reduction in some
component before a claim can be made.

The longstanding policy of allowing the use of fat and lean
claims if stated in the possessive and accompanied by a
guarantee statement has been withdrawn. The widespread
interest in fat and its relation to diet demands that quanti-
tative information be available to the consumer. Furthermore,
the policy had only limited application, and it is important to
have a consistent approach for all products in order to avoid
confusion and promote consumer unders‘anding.

The comparisons to leading brands, a leading brand, or the
company’s regular product are not being permitted in the
interest of eliminating comparisons that have limited value.
In some cases, the leading brand or regular product was not
marketed in the same areas as the "leaner" or "lower fat"
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product and these comparisons were of limited value to
consumers. Also, the leading brand or regular product compari-
sons provide information which often is not representative of
most products in the marketplace.

The term "Lean," when used by industry to describe red meat
should not be confused with other uses outlined in this policy
memo. We have recognized that this usage of lean is very common
among industry and is instrumental as both an inhouse means of
identifying product and as a way to describe product shipped to
other plants to be further processed into a formulated product.
Indlcatlng fat and lean by use of a ratio (e.g., 50/50) is also
a practice which has been used by industry for years. We have
always regarded this as an estimate of the amount of lean
material, and have never imposed the requirements of supportive
data or quality control.

Percent labeling of an ingredient or component will no longer
require implementation of a quality control program to assure
ongoing accuracy of the label information. However, addition
of a qualifier showing that the product is to be used for
further processing should satisfy industry’s need for the ternm,
while distinguishing it from retail product marketed as "Lean."
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From:

Regulatory Programs

Subject:
Lite and Similar Terms

IBBUE: What are the guidelines for the review and approval of
labeling terms such as "Lite," "Light," "Lightly," and similar
terms?

POLICY: This policy memo replaces Policy Memo 071A. Terms such
as "Lite," "Light," "Lightly" may be used on the labels of meat
and poultry products. Such terms generally imply that a product
has significantly fewer calories than expected in a similar
product but often are used to relate that a product has signifi-
cantly less fat, salt, sodium, breading and/or other components
than a similar product. A significant reduction is considered
to be at least 25 percent. In the case of a salt reduction, the
sodium content must also be reduced by at least 25 percent (see
Policy Memo 049D).

If used, the terms generally must be explained either adjacent
to the term or referenced by means of an asterisk and placed
elsewhere on the principal display panel or on the information
panel. The explanation must provide to the purchaser quanti-
tative information about the amount of calories, fat, salt,
sodium and/or other components in the product and include a
quantitative comparison to (1) the amounts permitted by an
applicable standard if the amount identified by the standard

is representative of the majority of the products in the
marketplace, e.g., a comparison to the fat content of the pork
sausage standard would not be permitted because market-basket
surveys have shown that the average fat content of pork sausage
is approximately 40 percent and not close to the So.percent
fat allowed by the standard, (2) the amounts found in a mgrket-
basket survey of comparable products, or (3) tpe amounts in a
similar product or class of products as found in recent
applicable reference sources such as the revised editions of
Composition of Foods -~ Agriculture Handbook No. 8.

FSIS FORM 2630-58 (3/89) REPLACES FSIS FORM 2630-5. WHICH MAY BE USED UNTIL EXHAUSTED.
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For products that are unquestionably low in calories, fat, salt,
breading, or sodium, the explanation required to accompany such
terms need only consist of a disclosure of the actual amount in
the product. For this purpose, the amount of calories can be no
more than 40 calories per serving and no more than 0.4 calories
per gram of product. For fat and breading, the product can
contain no more than 10 percent. For salt and sodium, the
product can contain no more than 35 mg of sodium per 100 grams
of product.

Fanciful names, brand names, and trademarks often include lite
terms. In the case of frozen dinners and entrees, the terms
are assumed to represent these products as useful in the
reduction or maintenance of body weight. An example is "Dining
Lite." When such terms are used for this purpose, the products
must be nutritionally labeled in accordance with Policy Memo
039. In other situations where the terms are included in
fanciful names, brand names, and trademarks to convey the
leanness of a product or a substantial reduction in fat, the
explanation for comparative expressions of fat content descrlbed
above is required. Those products containing no more than

10 percent fat may provide a declaration of fat content as the
explanatory statement.

RATIONALE: These guidelines are issued to identify the policy
the meat and poultry industry may use for the labeling of "Lite"
and similar terms during the period between the promulgation of
the nutrition labeling regulations (January 6, 1993) and its
implementation date (July 6, 1994). The guidelines essentially
reflect the policy that has been applied to "Lite" and similar
terminology for a number of years, with the exception that the

Par ia e e ete . The Agency
believes that it is necessary to remove these requirements so
that the industry may devote existing resources to the develop-
ment of the nutritional information needed to comply with the
new nutrition labeling regulations.

Labeling claims that include terms such as "Lite," "Light,"”
"Lightly," and similar terms which imply that a product has
reduced levels of various components can be informative and
useful to consumers in making food choices. Processors making
products with reduced amounts of various components should be
able to indicate this characteristic on labeling. A claim alone
without some explanation of its meaniig may be misleading and
certainly does not provide the information necessary for
consumers to make informed judgments. The explanation accom-
panying most claims must be designed to enable the consumer
to make a comparison. In some cases where a product is
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unquestionably low in various components, a disclosure of only
the absolute amount will provide the necessary information.

The policy of allowing a reduction to only 25 percent fat (a

17 percent reduction) for products that may contain no more than
30 percent fat is being withdrawn. It is recognized that this
was an anomaly and it is preferable to be consistent with other
policies both within this Agency and the Food and Drug Adminis-
tration that require a 25 percent reduction in some components
before a claim may be made.

The comparisons to leading brands, a leading brand, or the
company’s regular product are no longer being permitted in
the interest of eliminating comparisons that have limited
value. In some cases, the leading brand or regular product
was not marketed in the same areas as the "lite" product and
these comparisons were of limited value to consumers.  Also,
comparisons to the leading brand or regular product provide
information which often is not representative of most products
in the marketplace.
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From:

United States Food Safety
Department of and Inspection
Agriculture Service

6 JAN 1333

Subject:

Branch Chief Policy Memo 0783

)

eRons, Director
Food Labeling Division
Requlatory Programs

Potassium Labeling Guidelines

I88UB: What guidelines should be followed in the review and
approval of labeling which includes potassium information?

POLICY: This policy memo replaces Policy Memo 078.

1. The label of any meat or poultry product may bear
quantitative information on the amount of potassium in a serving
of the product. When this information is provided, the serving
size must appear on the label and must be within the range of
serving sizes customarily used for that product. Potassium

and sodium content information may be included without other
nutrition information. Labels may not bear nutrition
information on potassium content alone.

2. Quantitative information on potassium content shall be
declared in terms of milligrams (mg) per serving of the product.
The potassium content shall be expressed as zero when the
serving contains less than 5 mg, to the nearest 5 mg increment
when the serving contains 5 to 140 mg of potassium, and to the
nearest 10 mg increment when the serving contains greater than
140 mg of potassium.

3. Nutrition labeling does not require the inclusion of
potassium content information. However, if potassium content
information is included on the nutrition informati>n panel of a
meat or poultry product, the potassium content information must
immediately follow the information on sodium content.

RATIONALE: These guidelines are issued to identify the policy
the meat and poultry industry may use for the labeling of
potassium information during the period between the promulgation
of the nutrition labeling regulations (January 6, 1993) and
its implementation date (July 6, 1994). The guidelines essen-
tially reflect the policy that has been applied to potassium
information labeling for a number of years,
t 1881 -

FSIS FORM 2630-58 (3/89) REPLACES FSIS FORM 2630-5. WHICH MAY 8F USED UNTR EXHAUSTED.
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approval and the need for a Nutrition Labeling Verification
procedure or Partial Quality Control prodram have been deleted.

The agency believes that it is necessary to remove these
requirements so that the industry may devote existing resources
to the development of the nutritional information needed to
comply with the new nutrition labeling regulations.
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To: Branch Chiefs, E Policy Memo 086A

eerm

, Director
Food Labeling Division
Regulatory Programs

from:

Subject: Nutrition Labeling

ISBUE: What are the guidelines for the approval of nutrition
labeling on meat and poultry products?

POLICY: This policy memo replaces Policy Memo 086 dealing

with nutrition labeling. The following guidelines are currently
being used in the review and approval of nutrition label
information when it is voluntarily provided by the processor or
when it is required due to the presence of labeling claims or
features relating to calorie content and weight control (see
Policy Memo 039). Nutritional information may appear on the
label's principal display panel or information panel (see Policy
Memo 007 on uses of the information panel).

Nutrition information may be presented in the format and style
provided by FDA regulations prior to recently issued nutrition
labeling regulations (see enclosed example). The format
includes the following information presented in this order:
the size of one serving presented in common household measures
or recognized portions such as cups, ounces, slices, pieces,
etc.; the number of servings or portions per container; the
number of calories per serving/portion, the number of grams

of protein, carbohydrates, and fat per serving/portion; and
the percent of the U.S. Recommended Daily Allowance (U.S. RDA)
of protein, vitamin A, vitamin C, thiamine, riboflavin, niacin,
calcium, and iron per serving/portion. Inclusion of the

B vitamins (thiamine, riboflavin, and niacin) in the FDA
nutrition format is optional for labeling meat and poultry
products.

An abbreviated format is also accepted for labeling meat and
poultry products. This format includes the number of calories
and the number of grams of protein, carbohydrate, and fat in a
specified serving or portion of the product and the servings or

portions per container.

FSIS FORM 2630-58 (3/39) REPLACES 515 FORM 2630-5, WHICH MAY G USED UNTH EXHAUSTED.
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Both nutrition labeling formats may be supplemented with
information on other nutrients that may be of interest to
consumers. Examples include: fatty acid composition reported
in grams per serving/portion, milligrams of cholesterol reported
in 5mg increments and sodium information reported according to
the guidelines in Policy Memo 049D. When the FDA nutrition
labeling format is used, information on the percent of the U.S.
RDA of additional vitamins and minerals, such as vitamin D and
vitamin E, may be included. Other means of presenting nutrition
information will also be considered.

RATIONALE: On January 6, 1993, the Food Safety and Inspection
Service (FSIS) and the Food and Drug Administration (FDA)
published final regulations setting forth requirements for the
mandatory nutrition labeling of most foods under their respec-
tive jurisdictions. Among other things, these regulations
provide for the voluntary disclosure of the B vitamins
(thiamine, riboflavin, and niacin) because public health
concerns for deficient intakes of these vitamins have lessened
over the last 20 years. Thus, inclusion of these three
nutrients in nutrition labeling is not considered necessary to
assist consumers in maintaining healthy dietary practices.

FSIS has historically disseminated its nutrition labeling
guidelines for meat and poultry products through the issuance
of various policy memoranda by its Food Labeling Division
(FLD). Policy Memo 086 entitled Nutrition Labeling, which is
the subject of this revision, provided for the disclosure of
nutrition information in the format and style described in FDA
regulations prior to the recent issuance of nutrition labeling
regulations for required components. This memorandum also
permitted an abbreviated labeling format for the nutrient
content of meat and poultry products that included, calories,
protein, carbohydrates, fat, and/or sodium. This revision
continues this practice until the effective date of the afore-
mentioned final rule, which is July 6, 1994.

The policy memos that relate in whole or in part to nutrition-
related information will be rescinded or revised because of this
final rule. Policy Memo 074A, dated November 1986, Exemptions
from NLV cr PQC, and Policy Memo 085B, dated January 1988, NLV
Procedures, will no longer be in effect upon promulgation of
this final rule. Policy Memo 086, dated May 1985, Nutrition
Labeli.g, Policy Memo 046, dated April 1982, Percent Fat Free
Label Declarations, Policy Memo 049C, dated June 1984, Sodium
Labeling Guidelines, Policy Memo 070B, dated November 1987, Fat
and Lean Claims, Policy Memo 071A, dated March 1986, Lite and
Similar Terms, Policy Memo 078, dated November 1984, Potassium
Labeling Guidelines, and Policy Memo 121, dated May 1991,
Labeling of Low Fat Ground Beef and Low Fat Hamburger Containing
Added Ingredients, will remain in effect during the 18-month




Branch Chiefs, FLD -3- Policy Memo 086A

period between the date of publication and the effective date
of this final rule, except that the provisions relating to data
requirements and requirements for an NLV procedure or Partial
Quality Control Program will not be enforced. Policy Memo 007,
dated August 1980, Information Panel, and Policy Memo 039,
dated January 1982, Caloric Claims/Weight Reduction, will remain
in effect during the interim period but will be rescinded just
before or upon the effective date of this final rule. Policy
Memo 016A, dated March 1981, Combinations of Ground Beef o
Hamburger and Soy Products, Policy Memo 069, dated March 1984,
Labeling for Substitute Products, Policy Memo 0192, dated

May 1987, Negative Labeling, and Policy Memo 114, dated

July 1988, Point of Purchase Materials, will remain in effect
during the interim period but will be revised just before or
upon the effective date of this final rule. Thus, companies
desiring to continue declaring nutrition-related information

on labels in accordance with existing policy memoranda may do
so until the effective date, which is July 6, 1994.

Official establishments desiring to continue declaring
nutrition-related information on labels in accordance with the
above policy memoranda may do so until the effective date of
the final nutrition labeling regulation. At or before that
time, all of the memoranda listed above will be rescinded or
revised and any new labels or other labeling would then be
required to conform to the provisions of the final rule. During
this interim period, however, labels must conform either to
policies established in the above-cited policy memoranda or the
new regulations, but not both. In other words, no combinations
may be allowed.

Enclosure



Enclosure
Nutrition Information Per Serving/Portion
Serving/Portion Size:
Servings/Portions Per Container:
Calories:
Protein:
Carbohydrate:
Fat:
Sodium:
Percentage of U.S. Recommended
Daily Allowance (U.S. RDA)
Protein Riboflavin (optional)
Vitamin A Niacin (optional)
Vitamin C Calcium

Thiamine (optional) Iron
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from: Ash d'L. embns, Director
Food Labeling Division
Requlatory Programs

subject: Labeling of Low PFPat Ground Beef and Low Fat
Hamburger Containing Added Ingredients

ISBUE: How should low fat products which substitute for ground
beef and hamburger be labeled, and what other requirements are
necessary to obtain label approval and use of final labels?

POLICY: This policy memo replaces Policy Hemo 121.

Low fat products which combine hamburger or ground beef and
other nonfat ingredients may be descriptively labeled, e.q.,
"Low Fat Ground Beef With a X% Solution of ..." or "Low Fat
Hamburger, Water, and Carrageenan Product.” A combination
product which is not low fat is to be labeled as Imitation
Ground Beef (or Hamburger) or Beef Patty or Beef Patty Mix in
accordance with 9 CFR Section 317.2(j) (1) and Section 319.15(c),
respectively. Descriptively labeled low fat combination
products should comply with the following guidelines:

(1) The finished product may contain no more than 30 percent
of a combination of fat and added substances and no more than

10 percent fat.

(2) The product includes nutrition labeling that provides, at
a minimum, serving (portion) size, servings (portio.as) per
container (if appropriate), total calories, calories from fat,
protein, carbohydrates, total fat, saturated fat, and sodiun.

(3) Wwords in the descriptive name may be of a different size,
style, color, or type but, in all cases, the words must be
prominent, conspicuous, and legible. Moreover, no word in the
descriptive name should be printed in letters that are less than
one-third the size of the largest letter used in any other word
in the descriptive name. The solution statement, when used, is
considered to be part of the descriptive product name and must
comply with descriptive name sizing requirements.

FS$IS FORM 2630-58 (3/89) REPLACES FSIS FORM 2639-5, WHICH MAY GF USED UNTIL EXMAUSTED.
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(4) If percentage labeling is included as part of the product
name, e.g., "Low Fat Ground Beef With a X% Solu*ion of ...," a
Partial Quality Control (PQC) program for the adiition of
solutions must be approved kefore the label can be used.

RATIONALE: These guidelines are issued to identify the policy
the meat and poultry industry may use for the labeling of low
fat ground beef products containing added ingredients during
the period between the promulgation of the nutrition labeling
regulations (January 6, 1993) and its implementation date
(July 6, 1994). The guidelines essentially reflect the policy
that has been applied to the labeling of low fat ground beef
products containing added ingredients for a number of years,

with the exception that the requirements for data submission at
the time of label approval and the need for a Nutrition Labeling

Verification procedure have been deleted. The Agency believes
that it is necessary to remove these requirements so that the

industry may devote existing resources to the development of the
nutritional information needed to comply with the new nutrition
labeling regulations.

This policy allows flexibility in developing and marketing

low fat products that may be substituted for ground beef and
hamburger while maintaining the product’s nutritional quality.
The policy provides labeling that informs the public of the
actual characteristics of the products and is in keeping with
the Department’s policy on descriptive labeling. Since the
combination foods differ from regular hamburger and ground beef
with regard to moisture content and fat content, it is important
that nutrition information be included with labeling so that the
consumer can make better comparative nutritional judgments.

This policy memo provides further guidance for compliance with
Section 317.2(b). The intent of this policy is consistent with
Policy Memo 087A regarding word size in labeling of product
names.

The need for a Partial Quality Control program is consistent
with the Department’s policy regarding percentage labeling.

The policy permits the use of added nonfat ingredients as fat
replacement.

*U.S. G.P.0.:1993-341-645:80003/FSIS










Nutrient Content Claims

D "Added" ("Morew)

anta;ns at least 10% or more of the RDI for protein,
vitamins, or minerals, or the DRV for dietary fiber or
potassium

Brand names

1. Nutrient content claims not defined cannot be used.

2. Nutrient content claims not defined but used in the brand
name before November 26, 1991 may continue to be used,
provided they are not false or misleading.

3. Defined nutrient content claims must meet definition.

"Contains" ("Good Source'/"Provides")
10-19% of the RDI or DRV.

"Excellent source of" ("High"/"Rich in")
20% or more of the RDI or DRV.

EXpressed nutrient content claim

Any direct statement about the level (or range) of a nutrient
in the food ("low sodium" or '"contains 100 calories®).

"E:;::a I ganll

Less than 5 grams fat,
Less than 2 grams saturated fat,
Less than 95 milligrams cholesterol;

Per 100 grams and RACC for individual foods
Per 100 grams and labeled serving for meal-type products

"EQHQI"— (ﬂLessll )

- relative claim

- 25% reduction

- reference food may be a dissimilar food within a product
category that can generally be substituted for one another, or
a similar food _

- the nutrient value for the reference food may be from a
valid data base, an average value from the top three national
(or regional) brands, a market basket norm, a market leader,
or the manufacturer’s regular product.

- label must state the identity of the reference food and the
percentage (or fraction) the nutrient has cnanged_must appear
in immediate proximity to the most prominent claim

- quantitative information comparing the levels of the
nutrient may appear next to the most prominent claim, or on



the information panel
Fiber

If a claim is made on a food that is not "low" in total fat,
the label shall disclose the level of total fat per labeled
serving in immediate proximity to the claim in type size no
less than one-half the size of the claim.

"Good Source"("Contains'"/"Provides")
10-19% of the RDI or DRV
"High"("Rich in"/"Excellent source of")
20% or more of the RDI or DRV
conte

1. Describes the food or an ingredient in a manner that
suggests that a nutrient is absent or present in a certain
amount.

2. Suggests that the food, because of its nutrient content,
may be useful in maintaining healthy dietary practices.

III gan"

Less than 10 grams fat,
Less than 4 grams saturated fat,
Less than 95 milligrams cholesterol:

Per 100 grams and RACC for individual foods
Per 100 grams and labeled serving for meal-type products

III gssll_ ( "Fewerll )

- relative claim

- 25% reduction

- reference food nay be a dissimilar food within a product
category that can generally be substituted for one another, or
a similar food

- the nutrient value for the reference food may be from a
valid data base, an average value from the top three national
(or regional) brands, a market basket norm, a market leader,
or the manufacturer’s regular product.

- label must state the identity of the reference food and the
percentage (or fraction) the nutrient has changed must appear
in immediate proximity to the most prominent claim

- quantitative information comparing the levels of the
nutrient may appear next to the most prominent claim, or on
the informagion panel

nLight" ( "Lit'e") -




| =~ relative claim
=~ reference food shall be a similar food

}{ - tpe nutrient value for the reference food may be from a
valid da;a base, an average value from the top three national
(or regional) brands, a market basket norm, or a market
leader.
- label must state the identity of the reference food and the
percentage (or fraction) the nutrient has changed nust appear
in 1mmediate proximity to the most prominent claim
=~ Qquantitative information comparing the levels of the

nutrient may appear next to the most prominent claim, or on
the information panel

l. >= 50% calories from fat, fat content reduced by 50%

2. < 50% calories from fat, fat content reduced by 50% and
calories reduced by 33%

3. A "low" calorie (<=40), "low" fat (<=3g), sodium reduced
by 50%.

Definition for meals-

l. "Low in calories"

2. "Low in fat"

3. "Light" in the brand name of foods may describe the sodium
content if the sodium is reduced by 50% and the term "light"
is qualified by the statement "light in sodium'.

" - 1t

Makes a significant contribution to the diet by weighing at
least 6 but no more than 12 oz., contains ingredients from 2
of the 4 food groups, and is represented as, or is in a form
commonly understood to be a breakfast, lunch, dinner, meal,
main dish, entree, or pizza.

“More" - (m"Added")

Contains at least 10% or more of the RDI for protein,
vitamins, or minerals, or the DRV for dietary fiber or
potassium.

1. A claim on the PDP adjacent to the statement of identity.
2. A claim elsewhere on the PDP.

3. A claim on the information panel.

4. A claim elsewhere on the label or labeling.

"provides"("Good source"/"Contains") - 10-19% of the RDI or DRV.

"Reduced" -

~ relative claim
~ 25% reduction o
- reference food shall be a similar food




é— the nutrient value for the reference food may be from a
valid data base, an average value from the top three natiocnal
(or regional) brands, a market basket norm, a market leader,
or the manufacturer‘’s regular product.

-~ label must state the identity of the reference food and the
percentage (or fraction) the nutrient has changed must appear
in immediate proximity to the most prominent claim

- quantitative information comparing the levels of the
nutrient may appear next to the most prominent claim, or on
the information panel

Relati laips -

- includes "light", "reduced", and "less® (or "fewer")

~ label must state the identity of the reference food and the
percentage (or fraction) the nutrient has changed must appear
in immediate proximity to the most prominent claim

- quantitative information comparing the 1levels of the
nutrient may appear next to the most prominent claim, or on
the information panel

Type size -

1. Nutrient Content Claim - type size and style no larger
than two times that of the statement of identity.

2. Reference Statement (the identity of the reference food
and the percent or fraction that the nutrient was reduced)-
easily legible boldface print or type, in distinct contrast to
other printed or graphic matter, that is no less than that
required for net quantity of contents, except where the size
of the claim is less than two times the required size of the
net quantity of contents statement, in which case the
statement shall be no less than one-half the size of the claim
but no smaller than one-sixteenth of an inch.

3. "Light" in the brand name

"Rich in“("Excellent source of"/"High")

20% or moye of the RDI or DRV.




NUTRIENT CONTENT CLAIMS IN MEALS

NUTRIENT FREE Low REDUCED/LESS/FEWER OTHER
Synonyms for “Free": “Fres of,” Synonyms for “Low™: “Contains a Synonyms for “Reduced/Less/Fewer™:
"No,” “Zero,” “Without,” *Trivial smalfl amount of,” "Low source of," *Reduced in,” "Lower,” "Lower in"
source of,” “Negligble source of,” “Low in"
*Dietarily insignificant source of”
Exceplion: “Sugarless,” "Nonfal” Exception: “Little sodium,” "Few”
for calories, “Little fat,” “A little
saluraled fat,” “Little cholesterol”
Calories Not Defined $120/100 grams 225% lewer/100 grams
Sodium <5mg/Labeled Serving <140mg/100 grams 225% lewer/100 grams *Very Low Sodium”
*Very Low in Sodium”
"Salt Free™ may be used il food is
*Sodium Free” <35 mg/100 grams
Total Fal <0.5g/Labeled Serving <3 ¢/100 grams 225% fewer/100 grams *_% Fat Free” must meet “low fat”
and < 30% calories from fat criteria
*_ % Lean” must meet "low fat”
criteria
Salurated Fat <0.5g/Labeled Serving <1 g/100 grams 225% tewer/100 grams
and Level of Irans fatty acids and <10% calories SFA
<1% Tolal Fat
Cholesterol <2 mg/Labeled Serving <20 mg/100 grams 225% fewer/100 grams
and <2g SFA/Labeled Serving and <2g SFA/100 grams and <2g SFA/100 grams
Sugar <0.5g/Labeled Serving Not defined >25% fewer/100 grams “No added sugar,” “Without added
sugar,” “No sugar added" if no amount

of sugar, or ingredient that functionally
substitutes for added sugars, is added,
the product does not contain ingredi-
ents containing added sugars, and the
food declares (unless it meets defini-

tion that) it is not *low calorie” or
"reduced calorie.”




NUTRIENT CONTENT CLAIMS FOR FOODS

NUTRIENT FREE Low REDUCED/LESS/FEWER OTHER

Synonyms for *Frea™; *Free of,” Synonyms for “Low™ *Contains a Synonyms for *Reduced/Less/Fewer™:

"No,” “Zero,” “Without,” "Trivial small amount of,” “Low source of,” *Reduced in,” “Lower,” “Lower in”

source of,” *Negligible source of,"” *Low in"

“Dietarily insignificant source of”

Exception: “Sugarless,” "Nonfat” Exception: “Litt'e sodium,” “Few”
for calories, “Little fat," *A litlle
salurated fat,” “Little cholesterol®

Calories <5/RACC Relerence Amount >30g or >2T: 225% fewer/RACC
<40 cal/RACC
Reference Amount <30g or <2T:
<40 cal/RACC & /50g
Sodium <5mg/RACC Reference Amount >30g or >2T: 225% fewer/RACC *Very Low Sodium”

<140 mg/RACC *Very Low in Sodium”

*Salt Free™ may be used if food is

*Sodium Free” Reference Amount <30g or <2T: Reference Amount >30g or >2T:
<140 mgy/RACC & /509 <35 my/RACC

Reference Amount <30g or <2T:
<35 mg/RACC & /50g
Total Fat <0.5g/RACC Reference Amount >30g of >2T: 225% fewer/RACC *__% Fat Free™ must meet "low fat"

<3g/RACC critena
Reference Amount <30g or <2T: *_% Lean" must meet *low fat” criteria
<3¢/RACC & /50g

Note: RACC=Reference Amount Customarily Consumed




NUTRIENT CONTENT CLAIMS FOR FOODS

NUTRIENT FREE Low REDUCED/LESS/FEWER OTHER
Saturaled Fat <0.59/RACC and 225% flower/RACC
Level of trans falty acids $19/RACC, <15% calories SFA
<1% of total lat
Cholesterol <2mg/RACC and Relerance Amount >30g or >2T: 225% lewel/RACC
<29 SFA/RACC <20mg/RACC, <2g SFA/RACC and <29 SFA/RACC
Relerenca Amount <30g or <2T:
<20mg/RACC & /509, <29 SFA/RACC
Sugar <0.5g sugar/RACC Not defined >25% tewer/RACC *No added sugar,” "Without added
sugar,” “No sugar added” ¥ no amount

of sugar, or ingredient that functionally
subslitutes for added sugars, ks added,
the product does not contain ingredi-
enls conlaining addad sugars, and the
lood declares (unless # meets defini-
tion that) it is not “low calorie” or
“reduced calorie.”

Note: RACC=Reference Amount Customarily Consumed







NUTRITION LABELING

REVIEW OF FDA’S & FSIS’S

NEW FOOD LABEL




. NUTRITION LABELING
Review of FDA’s and FSIS’s New Food Label

F Fi u

Implementation
May 8, 1994
Mandatory Labeling

Processed foods (other than
meat and poultry) including
fresh/frozen fish

packaged at the plant
Single-ingredient fish or
game meat products may
provide nutrition information
"as consumed" in lieu of

"as packaged"

Nutrition information
provided "as packaged"®
(may additionally list
nutrition information
"as consumed”)

"As packaged" means
nutrition information based
on of packaged product before
consumer preparation

Compliance - industry
accountable for determining
nutrient content of product:
Agency will periodically
sample products for
nutrition analysis

to ensure compliance

Voluntary Labeling

Raw produce and seafood
unpackaged or packaged at
retail (final regulation
published November 1991)

FS Fi

July 6, 1994

Most meat and poultry
products (i.e., basted
turkey, chicken franks,
cerned beef, meat burritos)
other than single-ingredient
raw meat and poultry @moarcts

Same

Same, in addition, FSIS
permits the use of data
base values, recipe analysis
based on data base values,
direct analyses, and
combinations of these methods

Single-ingredient raw meat
and poultry products (i.e.,
ground beef, chicken breasts,
whole unbasted turkey) fresh
or frozen



"As consumed " for raw fish; "As packaged" or "As
"As packaged" for raw fruits consumed”
and raw vegetables

Same "As packaged" means mutrition
information provided on
serving size of the product
in the package, without
further preparation, such as
cooking

Same "As consumed” means nutrition
information provided on
cooked meat and poultry,
using common cooking methods
that do not add fat, flour,
salt, etc., which could alter
nutrient profile

Allows use of point-of-purchase Same
materials (e.g., large placards,
pamphlets, brochures, videos)

60% of retailers surveyed must be Significant participation
in compliance for at least 90% means 60% of stores surveyed
of the 20 most frequently consumed provided nutrition informa-
raw fruits, raw vegetables and raw tion for at least 90% of

f@sh (60 total) by May 1993; if not, major cuts (45 total). FSIS
will develop requlations for manda- will begin surveying
tory program; if in compliance, will retailers to determine

survey stores every two years to levels of participation in
ensure compliance, so next compliance July, 1994. Agency will
survey completed in May 1995 report results in May, 1995.

If participation deemed un-
satisfactory, FSIS will in-
vestigate courses of
regulatory action.

Allows use of data provided by FDA; Allows use of USDA Handbook

products using FDA-approved data #8 for representative
‘bases will not be subject to nutrient values; products
compliance procedures using USDA Handbook #8 data

will not be subject to
compliance procedures, unless
a nutrient content claim is
made




Mandatory Disclosures

Calories Same
Calories from fat :
Total fat (grams and % DV
Saturated fat (grams and % DV)
Cholesterol (milligrams and % DV)
Sodium (milligrams and % DV)
Total carbohydrate
(grams, and % DV, includes dietary fiber)
Dietary fiber (grams and % DV)
Sugars (grams and % DV)
Protein (grams)
Vitamin A (% of Daily Vvalue)
Vitamin C (% of Daily Value)
Calcium (% of Daily Value)
Iron (% of Daily Value)

Voluntary Disclosures

Calories from saturated fat Same

polyunsaturated and Same, plus stearic acid
monounsaturated fats (grams) -

(unless a claim is made about
fatty acid or cholesterol content)

Potassium (milligrams and % DV) Same

Soluble and insoluble fiber, Same
sugar alcohols and other
carbohydrate (grams)

Protein as § of DV for foods other Same
than foods for infants and children

under 4

Thiamin, riboflavin, niacin, and Same

other vitamins and minerals (% DV)

Voluntary nutrients become Same
mandatory if a claim is made

about them, except "calories from

from saturated fat" and "other
carbohydrates”®




H |

Simplified Label Format

May be used when a food contains
insignificant amounts of more than
one-half (more than 7) of the
nutrients required to be listed

Insignificant amount is that amount
that may be rounded to zero, except
for carbohydrate, dietary fiber, and
protein, which is the amount that can
be declared as 1 gram

Exemptions from Mandatory Rule
Products for export
Custom slaughter products

Restaurants and institutional
food service (e.g., hospitals,
prisons) provided a claim is
not made (except on menus)

Unless a nutrient content claim

Small businesses with less than
$ 500,000 in food and other

merchandise sales or less than
$ 50,000 in sales of food alone

Small packages - a total surface
area of less than 12 square inches
available to bear labeling

Products not for sale to retail
consumers (e.g. institutional
pack)

May be used when any of the
required nutrvients; except
for the 5 core nutrients:
calories, total fat, total
carbohydrate, protein, and
sodium; are present in
inszignificant amounts

Same

Nutrients present in
insignificant amounts should
be listed in the following
statement: "Not a
significant source of n

Same
Same

Restaurants and institutional
food service, even if a claim
is made. Menus are exempt

from the labeling rule.

is made:

Small businesses with 500 or
fewer employees, and 100,000
pounds or less production of
a particular product( phase
in process - begin with
250,00 pounds and in two
years 100,000 pounds)

Small packages - individually
wrapped packages of less than
1/2 ounce net weight

Same




Ready-to-eat foods primarily

prepared or processed at retail
establishments

Products intended for further
processing

Serving Sizes

The amount customarily consumed
per eating occasion by persons
4 years of age or older

139 food product categories with
reference amounts

Serving size for raw fish is 3
ounces cooked

Household measures (cups,
tablespoons, and teaspoons)

When household measure is ounces,
visual representation required

Meals - weigh 1C ounces or more,
contain 3 components from 2 or more
to food groups

Main dish items - weigh 6 or more
ounces, contain 2 components
from 2 or more food groups

Units/pieces that vary in size
(i.e. seafood, pickles) to be
labeled in the number of ounces
closest to the reference amount,
plus the approximate number of
pieces

Individual units that weigh
between 67 and 200 percent
must use 1 as their serving size

Foods prepared, processed,
portioned, packaged, or

served at retail
establishments

Same

Same

23 meat, 22 poultry product
categories with reference
amounts

Serving size for single
ingredient raw meat and
poultry is 3 ounces cooked

Same
Not regquired

Meal-type products (dinners,
entrees) weigh 6-12 ounces,
contain ingredients from
2 of 4 food groups, and be
labeled in their entirety

Units/pieces to be labeled
in the number of whole units
closest to the reference
amount

Same



Reference Daily Intakes (RDI) and Daily Reference Values (DRV)

Establishes RDIs and DRVs, which
are meant to serve as reference
values, to help consumers compare
how nutrient levels in foods
contribute toward a healthy

diet

RDIs established for protein, 19
vitamins and minerals

DRVs established for total fat,
saturated fat, cholesterol,
protein, total carbohydrate,
dietary fiber, sodium and potassium

Percent of Daily Values and daily
values (represent RDIs and DRVs)
will appear on food labels

Descriptors

FDA has general requirements

for the use of descriptors and
definitions for several nutritional
components (e.g., calories, fat,
saturated fat, sodium, and
cholesterol). Listed below are
some of the definitions

High: product contains 20 % or
more per Reference Amount of
the DRV or RDI

Good Source: product contains
10 - 19 % of the DRV or RDI

per Reference Amount

Fat Free: product contains less
than 0.5 g of fat per reference
amount for individual foods

and per labeled serving for
neal-type products,and no added
ingredient that is fat or oil
unless identified as trivial in
the ingredient statement

Same

Same:

Same

Same

FSIS adopts FDA’s
requirements for the use of
descriptors and definitions
for several nutritional
components

Same

Same

Same




Low Fat: product contains 3 grams Same
or less of fat per Reference

Amount for individual foods and

per 100 g and per labeled serving

for meal-type products with not more

than 30 % of calories from fat

Light oxr lite: if product derives Same
50 % or more of its calories from
fat, its fat content is reduced
by 50 % or more compared to the
reference food. If the product
derives less than 50 % of its
calories from fat, the fat is
reduced by 50 ¥ or more or the
number of calories is reduced

by at least one-third compared to
the reference food

Reduced/Less fat: product has Same
reduced fat content by 25 % or more
and that contain no added fat

More/Added/Enriched: amount of FSIS will adopt the
nutrient in the product exceeds descriptors "more" and
the amount in the reference food “added"

by at least 10 % of the DRV or
RDI per Reference Amount

Percent Fat Free: only used on Same, ,
products that meet low fat permit gg;ggg;_lggn claims,
definition synonymous with percent fat

free clainms

Same, as USDA-regulated Descriptors for use with all
single~ingredient, raw meat and geat and poultry products
poultry product for use with including meal-type, multi-
FDA-regulated seafood or game 1ggredignt products and rag
meat products. Same as USDA single ingredient meat an

reqgqulated multi-ingredient, meat poultry cuts

and poultry meal-type products
for use with all FDA regulated
meal-type products




Health Claims

Seven health claims are permitted
on foods only where claims are
specifically provided for by
regqulations and where no other
nutrient is present in an amount
that increases the risk of disease.
The claim must be supported by
publicly available scientific
evidence and there must be
significant scientific agreement
among qualified scientists

"Healthy”® Proposal

Must meet definition for low
fat and low in saturated fat;
cholesterol and sodium cannot
exceed established risk levels.
Sodium risk level changes
between "main dishes®"

and “meals".

Lean: Meat or poultry
products with less than 10

grams of fat, less than 4
grams of saturated fat, and
less than 95 milligrams
cholesterol per 100 granms,
and per Reference Amount for
individual foods, and per 100
grams and labeled serving
size for meal-type products

Extra-lean: Meat or poultry
products with 1less than 5

grams of fat, less than 2
grams of saturated fat, and

less than 95 milligrams
cholesterol per 100 grams and
Reference Amount for

individual foods, and per 100
grams and labeled serving for
meal-type products

No provisions in November
1991 proposal; will publish
proposal in 1993

Allows use of term for
products meeting definition
of "lean" and containing
less than 480 milligrams
sodium per 100 grams and
the reference amount for
individual foods, and per
100 grams and labeled
serving for meal-type
products.










ISSUE

IMPLEMENTATION
Effective date

Codification of
Final Rules

MANDATORY LABELING
Protein quality

Calorie Measurement

Data bases

Compliance/data
bases

VOLUNTARY LABELING

Compliance
measurement

"As consumed" or
"As packaged"

FDA/FSIS DIFFERENCES

FDA

May 8, 1994

Final Rule published with full
codification

use of specific factors to
convert amino acid to protein

allow use of "bomb calorimetry"
to measure calories

FDA will approve

label to a 95% confidence level

allows use of data provided by
FDA

as consumed for raw fish;
as packaged for raw fruits or
vegetables

FSIS

July 6, 1994

cross references to FDA final
rule, full codification of
final rules expected in Spring
of 1993

only use general factor (6.25 x
nitrogen) to convert amino acid
to protein

FSIS will not use of bomb
calorimeter to measure calories
(manufacturers may use any
method)

FSIS will not approve

label to the average

will allow use of databases,
recipe analysis, direct
analysis, or a combination of
methods

as packaged or as consumed for
single-ingredient raw meat or
poultry




Voluntary program
significant
participation

Voluntary program
compliance
USDA Handbook 8

VOLUNTARY
DISCLOSURES

Stearic Acid

FORMAT
Simplified Format

EXEMPTIONS
Restaurants

Retail product
exemption

will measure for significant
compliance, if not found will
develop mandatory regulations

no compliance check with data
provided by FDA

do not accept average values
from Hdbk 8 as suitable for
nutrition labeling in all cases

will not permit voluntary
listing

used when 7 or more nutrients
are present in insignificant
amounts (does not include
calories from fat) Footnotes
not required

exempt unless a claim is made
(except on menus)

Ready~-to-eat products prepared,
processed or packed to consumer
specification at a retail
estab.

will measure for significant
participation, if not found
will investigate the
development of mandatory regs.

no compliance check when using
USDA Handbook # 8 '

will allow product to be
labeled with Hdbk 8 average
values

will allow the voluntary
declaration of stearic acid
content on the label

used when any nutrient, other
than a core nutrient, is
present in an insignificant
amount (FDA refers to this as
the "shortened" format and
requires the use of footnotes)

menus are exempt

products packaged, portioned or
processed at a retail
establishment




Small Business

Small Package

SERVING SIZE

Product Categories

Handbook 8 Yields

RACC Charts "Label
Statement® Column

Meal Products

Serving Size for
Units/Pieces (that
vary in size)

NUTRIENT CONTENT
CLAIHME

< $500,000 total annual sales
of food or other merchandise
sales, or < $50,000 annual
sales of food

total surface area available to
bear labeling of less than 12
square inches

139 product categories

FDA has no comparable provision

column that gives information
on how the serving size should
be stated on the label

separate definitions:

Meal:3 or more foods from 2
different groups, 40 g each,
product weighs at least 10 oz
Main dish:2 or more foods from
2 different groups, 40 g each,
product weighs at least 6 oz

expressed in ounces followed
parenthetically by gram weight
and the approximate number of
pieces or dimension

500 or fewer employees, and
100,000 pounds or less of
production per product per year

individual packages of less
than 1/2 ounce net weight

23 for meat products,
22 for poultry products

some product categories have an
additional column listing a
reference amount based on Hdbk
8 yields for products that
undergo significant composition
changes prior to consumption

does not have a comparable
column

weighs between 6 and 12 ounces,
food from 2 of 4 food groups,
represented as a meal/entree

expressed as the # of
units/pieces, label to the
average




More, Added,
Enriched

Lean, Extra Lean

$ Lean

Disclosure/
Disqualifier

Referral Statements

Light in sodium for
brand names

Clajims as part of a
Brand Name

OTHER DIFFERENCES
Healthy/Proposals

FDA defined these terms

approved for use on seafood,
game meat, and meal products
only

this claim not approved for
use; only % Fat Free, must
meet definition for "low Fat"

for individual foods: more than
20% of DRV for fat, sat fat,
cholesterol, or sodium,

for main dish items >30% DRV,
for meals > 40% DRV

required when a nutrient
exceeds a disqualifing level

Must meet sodium criteria,
appear contiguous to the brand
name, uniform in type, size,
color, and prominence as the
brand name

allowed if not defined in the
final rule, not false or
misleading and in use prior to
Oct. 25, 1989

must be low in fat and sat fat
and not above the disclosure
level in cholesterol and sodium

FSIS only defined
"more"/"added" terms, will not
approve fortification

approved for use on all
products

claim approved for use; terms
are synonymous; must meet
definition for "low fat"

no disclosure or disqualifying
levels or statements required

no statement required

must meet sodium criteria,
appear contiguous to the brand
name, uniform in type, size,
color, and prominence as the
product name

allowed if not defined in the
final rule, false, or
misleading and in use prior to
Nov. 27, 1991

allowed if product meets the
definition of lean and contains
< 480 mg of sodium




3rd party ' will be judged in "context"; will be addressed as part of
endorsements will be permitted in certain the proposed rule for health
context; if a fee is paid, must claims
be disclosed













List of Voluntary
ind Mandatory
- Nutrients




TABIR 2 MARDAT(RY/WOLURTARY KUTRIENTS
NARDATORY ()| CORE IRCREMERTS INSIGRIFICANY
NUTRIEATS VOLONTARY (V)| NUTRIENY | UHITS ROUNDING ANOURY DEFIRITION OTHRR
Calories | X [calories| 5 cal < =50 cal <5l my be listed on label as kilojules (k)
10 cal > 50 cal or (energy) in addition to calaries
Calories from fat | " {caloriss| 5 cal < = 50 cal <5cal
10 cal > 50 cal
Calories from v calories | 5 cal < = 50 cal <5 cal
sat fat 10 cal > 50 cal
Total Fat H X gn  |nearest .5 gram below | < .5qn |[total lipid fatty acids
3 grars nearest gran
above 3 grams
Saturated Fat ] g Inearest .5 gram below | < .5qm [sum of all fatty acids without double
3 graes nearest gran bonds
above ) graes
Stearic Acid: v g |nearest .Sqrambelew | <.5¢m
3 grass nearest gram
above 3 grams
Po.junsaturated fat v qo  |nearest Sqrambelw | <.5@
and eonounsaturated 3 graes nearest gram
fat abova 3 gracs
Cholesterol | B nearest 5 g <2Kg -5 g may state "less than 5 mg*
Sodlun H X | gy 509 <= 140 By <5
103> 140
Potassim v ) Spy<=140 g <Seg
10 o3 > 140 &g
fotal Carbohydrate H X naarest grap <1qn [(all carhohydrates incluling dietary fiber
Dietary Fiber " neareat gran <1qe |sun of soluble and insclble Fiber




TABIR 2  MARDATORY/VOLUNTARY RUTRIENTS
Soluble Piber m nearest qran <S5
Insoluble Fiber ] nearest qran <.Sq
Sugars o nearest gran <.5q |sunof all free pono and disaccharides
Sugar Alcohols @ nearest graa <.5q {sumof all approved supar alcohols
Other ] nearest gram <.5q [all carbohpdrates except sugars, sugar
Carholydrate alcohols (if not declared), and dietary
fiber
Protein ] nearest qu <1q woluntarily state as ¢ of RDI or DRV,
becones mandatory for foods for infants
and children less than 4 years
Vitanin A Y ROL | mearest 23 <=10%8 | < 2RI
nearest 58 >
108 < = 508
nearest 108 > 508
Vitanin C $ROI | nearest 28 < =108 | < 28 RDI
nearest 5% >
108 < = 508
nearest 108 > 508
Calcion $ROI | nearest 2t <=108 | < 28 RDI
neacest 5% >
108 < = 508
nearest 108 > 508
Iron $ROI | mearest 2t <=108 | < 28 RDI
nearest 5% >
108 < = 50¢
nearest 108 > 508

‘Fote: A1 voluntary mutrients becoms mandatory if a claie
is made reqarding the mitrient or one of its subcomponents.




TABLE 3
MANDATORY /VOLUNTARY RDI CHART

NUTRIENT
Mandatory (M) UNIT OF RDI
Voluntary (V) | MEASUREMENT
VITAMIN A M INTERNATIONAL 5000
UNITS
VITAMIN C M MILLIGRAMS 60
CALCIUM M GRAM 1.0
IRON M MILLIGRAMS 18
VITAMIN D v INTERNATIONAL 400
UNITS

VITAMIN E v ..DO... 30
THIAMIN v MILLIGRAMS 1.5
RIBOFLAVIN \ ..Do... 1.7
NIACIN v - +.DO... 20
VITAMIN B6 v ..Do... 2.0
FOLATE v ..DO... 0.4
VITAMIN B12 ' MICROGRAMS 6.0
BIOTIN v HMILLIGRAMS 0.3
PANTOTHENIC v ..DO... 10
ACID

PHOSPHORUS v GRAM 1.0
MAGNESIUM v MILLIGRAMS 400
ZINC v ..Do... 15
IODINE v MICROGRAMS 150
COPPER v MILLIGRAMS 2.0

Notes: o All voluntary nutrients are required if a claim is

made regarding that nutrient.

0 The declaration of all vitamins and minerals will be

as a percent of the RDI.
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I

Sample Label

(Consult FDA regulation for
specific requirements on type
sﬂgfspaclngandomergraphsc
elements.)

Nutrition Facts
Serving Size 1 cup (253 g)
rvings Per Container 4

Total Fat 8g 13%
Saturated Fat 3g 17%

Cholesterol 130mg 44%

Sodium 1010mg 42%

Total Carbohydrate 22g 7%
Dietary Fiber 9g 36%
Sugars 4g

Protein 25g

Vitamin A35% o Vitamin C 2%

Calcium 6% o iron 30%

or lower depending on your calorie needs:
Calories: 2,000 2,500

Total Fat Less than 659 80g

Sat Fat Less than 20g 259
Cholasterol Lessthan 300mg  300mg
Sodium tess than 2,400mg 2,400mg
Total Carbohydrate 300g 3759
Dietary Fiber 259 30g
Cabories

fes per gram: ,
Fat9 o Carbohydrate 4 » Proteir 4

SRR L B AN IO ) DA Rl AR DI B, e Vi T a8 ) b N 00 5 D A L R 3 W R 7 i M IV AT g
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Modified
Format

Nutrition Facts

“Serving Size 1/2 cup (114 g)

Servings Per Container 4

t Per rvg

Calories 260 Calories from Fat 120

m

Total Fat 13g 20%
Saturated Fat 5g 25%

Cholesterol 30mg 10%

Sodium 660mg 28%

Total Carbohydrate 31g 11%
Dietary Fiber Og 0%
Sugars 59

Protein 59

Vitamin A 4% ° Vitamin C 2%

* Percent Daily Values are based on a 2,000

calorie dist.

Your daily values may be higher

or lower depending on your calorie needs:

Calories: 2,000 2,500

Total Fat Less than 659 80q
Sat Fat Less than 2 259
Cholesterol Less than mg 300mg
Sodum Less than 2,400mg 2,400mg
Total Carbohydrate 300g 3759
Dietary Fiber 259 30g
Calories gram

per :
Fat 9 e Carbohydrale 4 * Protein 4

Calcium 15% . Iron 4%

(Consuilt FDA regulation for
specific requirements on type
size, spacingand othergraphic
elements.)




Simplified Format

(Consult FDA regulation for
specific requirements on type
size, spacing and othergraphic
elements.)

Nutrition Facts

Serving Size 1 cup (253 g)
Servings Per Container 4

Calorie from Fat 70

R e

8 260 Calories

I

% DailyValue* §

TotalFat8g 13%

Saturated Fat 3g 17%
Cholesterol 130mg 44%
Sodium 1010mg 2%

Total Carbohydrate 22g 7%
Protein 25g

Vitamin A 35% e Vitamin C 2%
Calcium 6% . iron 30%

Not a significant source of dietary
fiber and sugars.

*Percent Daily Values are based
on a 2,000 calorie diet.



Tabular Display

Nutrition

Facts

Serving Size X cup (XX g)
Servings about X

Calories XX
Fat Cal. XX

* Percent Dailly Values (DV) are
based on a 2,000 calorie diet.

Amount Per Serving % DV*  Amount Per Serving % pv*

Total Fat Xg XX% Total Carbohydrate XXg X%
.Sat. Fat Xg XX% Dietary Fiber Xg X%
Cholest. X>XXmg XX% Sugars Xg

Sodium XXXmg XX% Protein XXg

Vitamin AXX% e Vitamin CX% e CalkciumX% ¢ Iron XX%

{Consult FDA regulation for
specific requirements on type
size, spacingand othergraphic
elements.)




Medium-Size
Package Label

(Consult FDA regulation for
srecific requirements on type
size, spacingand othergraphic
elements.)

Nutrition Facts

Serv. Size 1 cup (253 g)
Servings Per Container 4

Amount erin '
Calborles

e DT AL S T R ] 2 SR e,

TotalFat8g 13% |
Sat. Fat 3g 17%
Cholesterol 130mg “% |
Sodium 1010mg &%

260 FatCal. 70

Total Carb. 22g 7% J
Fiber 9g 36%

Sugars 4g
Protein 25g

Vitamin A 35% ¢ Vitamin C 2% .
Calcium 6% ° Iron 30%

*Percent Daily Values are based
on a 2,000 calorie diet.




Format for foods
for children less
than 4 years of
age.

{Consult FDA regulation for
specific requirements on type
size, spacingandothergraphic
elements.)

Nutrition Facts

Senings bor Container X
Amount Per Serving
Calories XXX Calories from Fat XX
Amount
Total Fat XXg
Saturated Fat XXg
Cholesterol XXg
Sodium XXg
Total Carbohydrate Xg
Dietary Fiber XXg
Sugars XXg
Protein Xg
Calcium X% . lron XX%




Format for same
food represented
to be specifically
for children less
than 2 years of
age.

(Consult FDA regulation for
specific requirements on type
slze, spacing and other ~raphic
elements.)

Nutrition Facts
Serving Size X jar (0 %Z
ervmgs Per Container

Total Fat XXg
Sodium XXg
Total Carbohydrate Xg
Dietary Fiber XXg
Sugars XXg
Protein X9
Vitamin AXX% o Vitamin C X%
Calcium X% ° tron XX%




Dual
Declaration

(Consult FDA regulation for
specific requirements on type
size, spacingand othergraphic
elements.)

Nutrition Facts

Serving Size X cup (XX g)
Servings Per Container X

" Raw Cooked

Amount Per Sng

Calories XXX XXX

Calories from Fat XXX XXX
% Daily Value*

Total Fat Xg XX% XX%
Saturated Fat Xg XX%  XX%

Cholesterol X0mg XX% XX%

Sodium XXXmg X%  XX%

Total

Carbohydrate XXg X% XX%
Dietary Fiber Xg XX% XX%
Sugars Xg

Protein XXg

Vitamin A XX% XX%

Vitamin C X% XX%

Calcium X% XX%

Iron XX% XX%

* Percent Daily Values are based on a 2,000
calorie diet. Your daily values may be higher
or lower depending on your caloris needs:

Calories: 2,000 2,500

Total Fat lessthan  XX{g XXg
Sat Fat lessthan XQg Xg
Cholssterol Lessthan X00img  X0Xmg
Sodium lessthan XXXmg XXmg
Total Carbohydrate XXg XX0g
Dietary Fiber XXg XXg

Calories per gram:
FatX e CarbohydrateX e Protein X




Dual declaration
with footnote of
nutrients added
by combination
of foods.

(Consult FDA regulation for
specific requirements on type
size, spacing and other graphic
elements.)

Nutrition Facts
Serving Size X cup POX g)
SrvingPer ontainer X

Amount ] 1/2 cup
Per Serving Soup Skim Milk
Calories XXX XXX

L AN TS BN

% Daily Value*

Total FatXg XX% XX %
Saturated Fat Xg XX% XX%

Cholestero! XXXmg XX% XX %

Sodium XXXmg XX% XX%

Total

Carbohydrate XXg X% XX%
Dietary Fiber Xg X% XX%
Sugars Xg

xXXg

A AT e e
S S TS

Vitamin C X% XX %
Calcium X% XX %
Iron XX % XX %

*  Amount in soup mix. One haf cup sim mik
contirbutes an additional XX caloriss, XX mg
sodium, Xg total cabohydrate (Xg sugars), and
Xg protein.

** Percent Daily Values are based on a 2,000
calorie dist. Your daily values may be higher
or lower depsending on your calorie nesds:

Calories: 2,000 2,500

Tota Fat Less than XXg XXg
Sat Fat Less than XXg xXXg
Cholesterol Lessthan XXXmg XXXmg
Sodium Llessthan  XXXmg  X00mg
Total Carbohydrate XXXg Xg
Dietary Fiber XXg XXg

Calories per gram: '
FatX e CabohydrateX e Protein X

s A A e
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Helvetica Regular 8 Nutrition Facts Franklin Gothic Heavy or
a1 comt of \ Serwng Sze '2cup (114g) Helvetica Black, flush left
leading Senvings Per Contamer 4 & flush right, no smaller
Armassd Por Sorving than 13 point
Calories 260 Calones from Fat 120
3 point rule ™ % Dady Vakn® 7 point rule
Total Fat 133 20%
Saturated Fa1 59 5% . .
8 point Helvetica Black ———#| Cholesterol 30mg 10% 6 point Helvetica Black
. . . Sodium 660mg 28%
with 4 point of leading Totat Carbohyarate 35 11% [ All labels are enclosed by
' ’DWY Fioer 09 0% 1/2 point box rule within 3
1/4 point rule centered - = points of text measure
between nutrients
Vitamn A 4%, Vidamin C 2% R
( 2 points leading above yCalcaum 15% ron 4% 174 point rule
T * Percent Dawy ae on 32000
and 2 points below) cocre o v:“;:,‘:_";’:-:mT——Type below vitamins and
__ Clowm_2om 25w minerals (footnotes), is 6
8 point Helvetica e lmera 29 29 point with 1 point of leading
Regular with 4 points’ g;.""“ gristiet ;".Z}’g ?E’;g
of leading: Dy For 2
E::o;'-’::g:':c'avd o Poign s
8 point Helvetica

Reguilar, 4 points of
leading with 10 point
bullets
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Graphic Enhancements used by the FDA

A.Overall

1.

Nutrition Facts Label is boxed with all black or one color type printed on a white
or neutral ground.

B. Typeface and size

1

. The “Nutrition Facts" label uses 6 point or larger Helvetica Black and/or

Helvetica Reguiar type. In order to fit some formats the typography may be
kerned as much as -4, (tighter kerning reduces legibility).

. Key nutrients & their % Daily Value are set in 8 point Helvetica Black (but %"

should be set in Helvetica Regular).

. "Nutrition Facts™ is set in either Franklin Gothic Heavy or Helvetica Black to fit

the width of the label flush feft and fiush right.

. "Serving Size" and “Servings per container” are set in 8 point Helvetica Regular with

1 point of leading.

. The table labels ( for example: "Amount per Serving”) are set 6 poiht

Helvetica Biack.

. Absolute measures of nutrient content ( for example; "1g”) and nutrient

subgroups are set in 8 point Helvetica Regular with 4 points of leading.

. Vitamins and minerals are set in 8 point Helvetica Regular, with 4 points of

leading, separated by 10 point bullets.

. All type that appears under vitamins and minerals is set in 6 point Helvetica

regular with 1 point of leading.

. Rules
. A 7 point rule separates large groupings as shown in example. A 3 point rule

separates calorie information from the nutrient information.

. A hairline rule or 1/4 point rule separates individual nutrients, as shown in the

example. Descenders should not touch rule. The top half of the label (nutnent
information) has 2 points of leading between the type and the rules, the bottom
hatf of the label (footnotes) has 1 point of leading between the type and the rules.

D. Box
1. All labels are enclosed by 1/2 point box rule within 3 points of text measure.
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