Originally Processed With FOIA(s): FOIA Number:
2023-1278-S 2023-1267-S

CASE
MARKER

This is not a textual record. This is used as an
administrative marker by the George Bush Presidential
Library Staff.

Record Group/Collection: ~ George H.W. Bush Presidential Records
Collection/Office of Origin: Chief of Staff, White House Office of
Series: Zoellick, Robert B., Files

Subseries:

OA/ID Number:
Folder ID Number: 45577-002

Folder Title:
Food Labeling RBZoellick [2]




11/25/92

FOOD LABELING REGULATIONS

This presents for your decision three issues concerning
food labeling regulations that must soon be issued by the
Secretary of Health and Human Services and the Secretary of
Agriculture. The Secretaries and interested agencies have
striven over many months to reach agreement on the issues
raised by these complex and important rules. All of these
issues have now been resolved except for three: (1) the most
appropriate definition of the term "light;" (2) the scope of
regulation of restaurant foods; and (3) the format of the
nutrition label for food products. The Secretaries have not
been able to agree on these issues. The issues are therefore
presented for your decision.

Background.

The Nutrition Labeling and Education Act (NLEA) requires
the Secretary of Health and Human Services (HHS) to issue
regulations governing labeling of food products. The NLEA
provides that the regulations must require food products to
carry a nutrition information panel on the label. The
regulations are also required to define the types of
comparative nutrition claims that can be made on the label
(such as "light," "low" or "reduced").

The NLEA only applies to foods regulated by the Food and
Drug Administration (FDA). Products containing more than a de
minimis (two percent) meat content are regulated by the
Department of Agriculture (USDA). Secretary Madigan has
proposed a labeling regimen for meat food products that
parallels the HHS proposal for other food products. (The food
processing industry and consumer groups prefer a common rule
for both types of products.)

The food labeling rules as a whole encompass 29 distinct
HHS rules and one parallel USDA rule. The HHS rules alone will
consume over 1,000 pages in the Federal Register. The
regulations are expected to have a major impact on nutrition
and health, as well as impose significant costs in the food
production, food marketing and restaurant industries.

The NLEA contains a "hammer provision" that required the
proposed rule (issued by HHS one year ago) to become the final
rule automatically if the final requlations were not issued by
November 8, 1992. The hammer fell when the final rule was not
issued by that date. The proposed rule now given final effect
by the hammer provision is not supported by either HHS or USDA



or any other agency. When the three issues presented here are
resolved, the final requlations will be published and supersede
the proposed rule. However, it will be necessary to have a
short public comment period before the final regulations are
published. Expedition is warranted since there is a strong
public interest in issuing these important rules as soon as
possible. (The regulations will have a delayed effective date
to allow for planning and implementation.)

Issues For Decision

Issue One: Use of Term “Light"

The NLEA requires the issuance of rules that provide
definitions for a variety of comparative claims such as "less,"
"low" and "light." The NLEA prohibits use of these terms
unless the food product to which they refer meets the
definitions. Both USDA and HHS agree that the definition of
"light" should refer to a minimum reduction of two key
elements: fat and/or calories. The following issues remain
concerning the definition of "light".

Sodium. USDA proposes that the term "light" also may be
used when the product contains 50 percent less sodium. HHS
maintains that only reduced fat and calories, and not reduced
sodium, should qualify a product as "light." HHS argues that
the term "light" is such an important signal to consumers that
it should apply to only the most important elements of a food.
HHS believes that the value of the term "light" would be
diluted by allowing it to refer to a reduction only in sodium,
an element HHS believes is less important than fat or calories.
HHS also points out that there are other terms available to
describe lower salt products, such as "low sodium" or "lightly
salted."

USDA argues that, in view of the importance of sodium
consumption to many consumers, usage of the term "light" in
connection with sodium should be permitted. USDA also urges
that use of "less" and "lower" to describe salt content would
not be as valuable as a descriptive term as the term "light."
To meet HHS' concerns about retaining the value of the term
"l1ight," USDA proposes that when a product has only reduced
sodium it must be identified as "light in sodium," although
USDA also proposes that "light" may in such cases also be in
the name, such as "light bologna." USDA also proposes that the
words "in sodium" be of equal size, to avoid disproportionate
emphasis on the term "light."




HHS position: "light" refers only to fat
or calories.

USDA position: "light" refers to fat or
calories, or sodium if labeled "light in
sodium."

Other:

Fat and/or Calorie Reduction. USDA would define "light"
as one-third less in calories or 50 percent less in fat. HHS
would define "light" the same way, except that, for a food that
has more than 50 percent of calories from fat, only a 50
percent reduction in fat (not one-third less calories) would
qualify as "light." HHS argues that products should not be
labeled "light," even if the calorie count has been reduced
one~-third, where fat content remains the dominant source for
the remaining calories. HHS points out that descriptive terms
are available in this situation other than "light," such as
"reduced calories." USDA believes that consumers are provided
useful information by use of the term "light" where calories
have been reduced by one-third, even if fat remains the
dominant source of calories (which will be the case for many
meat and poultry products). USDA is concerned that the HHS
definition will serve as a disincentive for producers to
develop meat and poultry products that reduce calories by one-
third even though the fat in those products cannot be reduced
by 50 percent.

Decision:

HHS position: one-third less calories or 50
percent less fat; 50 percent less fat
required where more than 50 percent of
calories are from fat.

USDA position: one-third less calories or 50
percent less fat.

Other:
Printing of Factual Information. HHS believes that the

defined term "light" (as well as others such as "reduced" or
"low") should be the only permitted statements about nutrients.
HHS thus would not permit any factual nutrient statements, even
if accurate, unless the product also met the requirements of



the terms defined by HHS or the label stated that the product
did not meet the terms. For example, if a product did not meet
the definition of "low calorie," the seller could not state the
number of calories the product contains anywhere (other than on
the nutrition panel) unless the product label also stated "not
a low calorie product."

HHS contends that allowing use of such information,
although factually accurate, would lead to confusion and
proliferation of accurate but misleading claims. Others
maintain, however, that allowing factually accurate statements
will, on balance, benefit consumers. Restricting simple,
accurate statements in the market place denies the consumer
quick access to truthful information with which to make
informed choices on his own. The restriction on accurate
statements may also reduce the incentive to make improvements
that are not as great as the thresholds set by the terms
defined by the regulation. For example, a producer may be less
likely to reduce fat in a product by 20 percent if, as HHS
proposes, the reduced fat content could not be shown on the
product label.

Decision:

HHS position: allow factually accurate
nutrient claims, only if (a) the product
meets the terms defined by HHS, such as
"reduced" or "light," or (b) the label
states that the product does not meet the
terms.

Alternative position: allow factual
nutrient statements without HHS provisos.

Other:

Issue Two: NLEA Application in Restaurants.

The NLEA specifically exempts restaurants from its
requirement that all food products carry a nutrition
information label. However, the Department of Justice has
advised, and USDA and HHS agree, that nutrient claims by
restaurants are subject to the NLEA. There is no question,
therefore, that some regulation of nutrient claims by
restaurants is required as a matter of law.

USDA and HHS disagree about whether claims on menus should
be covered under the NLEA.



HHS proposes that all nutrient claims by restaurants be
regulated, including claims on menus. USDA proposes that
claims on menus be exempted. USDA believes that there would be
a chilling effect on provision of information by restaurants,
perhaps leading restaurants to provide no health information or
to be required to retain lawyers to review their menus. The
Department of Justice advises that the NLEA does not require
that menus be treated as labeling, so an exemption for menus is
permitted. HHS expresses concern, however, about whether
exempting menus would be sustained by the courts as reasonable,
since menus do contain descriptions of items served by the
restaurant. Indeed, menus are the primary and often the only
information provided by a restaurant about the food it serves.
Moreover, HHS strongly asserts that not covering menus as
labellng could undermine its enforcement of all food and drug
laws, since it has covered as "labeling" items similar to menus
such as pamphlets, signs and placards.

Decision:
USDA: exempt restaurant menus

HHS: regulate restaurant menus

Issue Three: Nutrition Label Format

Under the NLEA, every food product (except food served in
restaurants) must carry a nutrition information panel. The
NLEA also specifies the nutrient items that must appear on the
panel, e.g., total fat, carbohydrate, cholesterol, etc. The
statute requires that the label must be designed so that (a)
the public can readily observe and comprehend the information
on the label, and (b) the relative significance of the
nutrients can be understood in the context of a total daily
diet. USDA and HHS agree that the panel should state the
amount of each of the listed nutrients that is found in the
food, e.qg., 13 grams of total fat. There remain two
fundamental differences between the agencies, however.

HHS proposes that, in addition to listing nutrients and
amounts, the panel should state the total daily amount a person
should have of each nutrient (called the "daily value") and the
percentage of that daily total found in the food. (The HHS
proposed format is shown at attachment 1.) USDA contends that
the total daily amount and the percentage for each nutrient
should not be listed on the panel; instead, only general
dietary guidelines would be stated in a footnote. (The USDA
proposed format is shown at attachment 2.)



The two differences between HHS and USDA are thus whether
a daily reference value should be shown, and, if so, whether
the percentage of the value should also be shown. HHS arques
that showing a total daily amount and a percentage that the
food supplies of the total daily amount enables consumers to
understand the relative value of a serving of the product to
their total diet. Without this relative value information, HHS
maintains, the consumer would not know the significance of a
particular amount of a nutrient.

Moreover, according to HHS, public health research
demonstrates that percentages have a utility to the consumer.
Use of a percentage, HHS believes, allows consumers to take
advantage of the information provided in a practical way,
permitting them to make their own choices quickly and
effectively.

USDA believes, however, that the HHS approach excessively
requlates or prescribes the diet, and that the USDA proposed
label is less confusing and more informative. USDA argues
particularly that by requiring that a single percentage of
daily value be shown for a nutrient, HHS must base the daily
value on a single average diet (set by HHS at 2,000 calories
per day). USDA asserts that any one daily value level is
incorrect for most of the population, as shown by the fact that
only 25 percent of the population has a dietary need at or
‘below the 2,000 calorie level. :

HHS replies that the 2,000 calorie level is justified
because it errs on the side of a lower, rather than a higher
intake of fat. HHS also asserts that it would be inappropriate
to use a range of calorie intake levels, rather than a single
level (such as 2,000 calories). While use of a range would
take account of the range of dietary needs in the population,
HHS believes that consumers would, unjustifiably, tend to place
themselves in a higher part of the range, and thus to consume
higher amounts of fat and calories.

During discussions on this issue, a third compromise
option was developed. It is shown at attachment 3. Under the
compromise option, daily values are indicated, as HHS seeks.
However, instead of a single value (as proposed by HHS), a
range of daily values is shown. A percentage of daily value is
not shown, so all information is in the same unit, making it
easier to follow. (The format also uses the HHS footnote that
explains daily value and the USDA format information showing
equations of grams of a nutrient and calories.) This proposal
combines the USDA proposal to eliminate the percentage and the
HHS proposal to include daily values, and resolves the one-
size-fits-all, single daily value problem by showing a range of



values. Inclusion of daily values would permit consumers to
evaluate the food product in terms of their total daily intake
of food. Elimination of the percentage enables a range of
daily values to be displayed, allowing consumers to more
adequately relate the information to their own situations.

Decision:

USDA format: content disclosure alone
(with dietary guidelines).

HHS format: content disclosure, single
daily value and percentage of daily value.

Compromise format: content disclosure,
range of daily values, all in the same unit
(but with no percentage).




HHS PROPOSAL

Nutrition Facts
Senving Size 1/2cup (1149)

Servmgs Per Container 4

Total Fat 135 20% Eeitmitd
Saturated Fatsg 25% &
Cholesterol30mg 10% i
Sodium 660mg  28% s
Total
Carbohydrate3ig 11% &
Dielary Fiber0g 0% §5

Sugars 59
Protem 59

Vfaan%OVnamnCZ%OCab.mis%' lron 4%

*This Daily Value is a reference only.

Your Daily Value may vary depending on
your calorie needs. Typical intakes

for women are 1600-2200 calories, for
men 2000-3000 calories and for ,
children (ages 4-14) 1800-2500 calories. -
More information can be obtained from,
Dietary Guidelines, Consumer Information °
Center, Pueblo, CO 81002.

Attachment 1




USDA PROPOSAL

Nutrition Facts

Serving Size 1 cup (253 )
Servings Per Container 1

R ST
Amount Per Serving

Calories 260 Calories from Fat 75
m
Total Fat

(1g=9 calories) 8.5
Saturated Fat 3.5g
Cholesterol 35mg
Sodium 1010mg
Total

Carbohydrate

(1g=4 calories) 229
Complex

Carbohydrate 189
Sugars 49
Dietary Fiber 9g
Protein

(1g=4 calories) 259

=

Vitamin A 20% ¢ VitaminC 2%#Calcium 8% e iron 45%

*Use this nutrition information to help you plan your
total daily diet. The Dietary Guidelines recommend
that Americans: Eat a wide range of foods. Choose
a diet with plenty of vegetables, fruits, and grain
Ffoducts. Choose a diet low in fat (30% of calories or
ess), saturated fat (less than 10% of calories), and
cholesterol. Use sugar, salt and sodium only in mod-
eration. ;

Attachment 2



COMPROMISE PROPOSAL

Nutrition Facts

Serving Size 1 cup (253 )
Servings Per Container 1

Amount Per Serving
Calories 260 Calories from Fat 75

B R R LN e N

Dally Value*

Total Fat 8.59 53-93g
(1g=9 calories)

Saturated Fat  3.59 18-31g

Cholesterol 35mg  300mg

Sodium 1010mg 2400mg
Total

Carbohydrate 22g .  240-420g
(1g=4 calories) '
Complex

Carbohydrate 8¢

Sugars 49

Dietary Fiber 8g 18-32g
Proteln 25g 40-70g

(1g=4 calories)

Vitamin A 20% » ViaminG 2% sCakchum 8%s Iron 45%

“This Dally Value Is a reference only. Your Dally Value may vary

on your calore needs. Typical intakes for women are
1,600-2,200 calorles, for men 2,000-3,000 calores and for
chiidren (ages 4-14) 1,800-2,500 calkoras. More Information can
be obtained from, Guldeflines, Consumer Information
Center, Pueblo CO 81

Attachment 3
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 2020]

November 16, 1992

Memorandum for Robert B. Zoellick

Re: Food Labeling Regulations
Pursuant to your memorandum of November 13th, nothing in my

memorandum of the same date should be interpreted as prejudging

our ability to carry out the directives arrived at as a result of
our further discussions.

I look forward to our meeting, as soon as possible. Thank you.

o M fllsctn

Louis W. Sullivan, M.D.
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November 17, 1992

Ok ,JAB IIT:
I have read the food labelling paper-

My inclination is across the poard to opt
for less rather than more. We've gone
regulatlon crazy;but on to the next step
suggested in the attached.

Let's you, Bob 2 and I visit on this.

/)
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THE SECRETARY Of HEALTK AND HUMAN SERVICES
WASMrINGTON, D.C, 20201

November 13, 1992

MEMORANDUM FOR ROBERT B. ZOELLICK
Re: Food Labeling Regulations

My staff has reported to me on the meeting held Thursday to
discuss the draft options memorandum for the President. By
extracting issues from the broad legal, factual and public health
policy context in which I am obligated to consider them, the memo
provides an inadequate basis for decisionmaking. Thus, if these
issues are presented to the President, a meeting will be
necessary.

My principal concern, however, is that the memorandum fails to
include what I regard to be the practical options for resolving
this matter. I would like to make a few points that you should
consider as you move this matter forward and then address these
options.

On the format issue, I made a decision based on my statutory
mandate, extensive research, and a large administrative record.
Neither of the alternative formats presented in the options memo
adequately achieves the statutory and public health goals for
which I am responsible. I would be unable to adopt either of
then.

On restaurants, I have adopted the most flexible approach
possible to ease compliance by restaurants with the requirements
of NLEA. Under no circumstance can I say that menus are not
labeling. It is imperative for the welfare of consumers and the
restaurant industry that I adopt the "reasonable basis"
compliance standard, which we developed in response to public
comments and input from the restaurant industry. The compliance
guidelines suggested by USDA have no statutory basis and would
effectively legalize even glaring violations of law.

I have carefully considered USDA’s definition of "light in
sodium."™ With respect to the products FDA regulates, the "light
in sodium" descriptor is appropriate only for products that are
low in fat and calories. USDA should be free to define the term
as Secretary Madigan see fit for USDA-regulated products. For
reasons we have discussed, I also am not prepared to adopt any
definition for "light" for high fat foods that are not reduced
50% in fat.




NOU-13-1992 ©@3:85 FROM DEP SEC HHS T0 94561605 P.@3

The Deputy Chief of Staff - Page 2

I am surprised to learn that the draft options memo includes for
presentation to the President two issues on which HHS and USDA do
not disagree. On absolute amount declarations, there are
specific statutory constraints, and we arc being as flexible as
the law allows. The 25 percent threshold for comparative claims
assures nutritionally significant (and readily achievable)
differences in products claimed to be "less" and "reduced" and
is generally supported by industry. I feel these issues should
not be raised in this memo.

Finally, we must not lose sight of the fact that we are at the
end of a rulemaking process in which my decisions have been
guided by a detailed statute and an elaborate rulemaking recoxd.
In my judgment, it is unwise -- and unfair to the President -- to
ask him to resolve specific issues at this stage of the
Proceeding. This risks, among other things, having the President
select options that are not legally defensible on the basis of
the available record.

We thus are left with two basic options, neither of which was
included in the draft options memorandum:

) Option One: truc (o) iss ina es.
In this case, the rules I proposed last year and that
became final this week by operation of the statute will
remain in place with respect to FDA-regulated products.
Necessary improvements would have to be made by the
next Administration, with the food industry remaining
in a state of enormous uncertainty until then, and <i.a
Administration vulnerable to legal challenge for
"unreasonable delay" of these statutorily mandated and
now overdue regulations.

. Option Two: Clear my final rules and authorize
Secretar adigan to proceed asg he sees . This
would mean a substantial achievement for the Bush
Administration and consumers, even if USDA does not
issue final rules or the HHS and USDA rules are not
identical.
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The Deputy Chief of Staff - Page 3

In light of my statutory responsibility and deadline, and the
importance of food labeling reform to our Healthy People 2000
initiative, I feel strongly about the need to move forward with
my regulations. If cleared to do so, I would proceed as
expeditiously as possible, consistent with protecting the
procedural integrity of the rulemaking. If some other course is
contemplated, I must take the matter up personally with the
President.

I appreciate your cooperation in working toward a prompt
resolution of this matter.

s W il I}

Louis W. Sullivan, M.D.



%Make the lite’ 'choice on food labels

-

Two years ago, Con, gave regulators what ap-  Madigan, who as an [llinois congressman helped
peared to be a: simplemmandatei End the confusing write the law, argues convincingly that FDA's formula
clutter of information in supermarkets and devise a is “too complex and fails to meet the starutory pro-
meaningful, uniform label for foods. _ visions that requires the label be easily understood.

Now a messy fight within the Bush admimstmipn There’s also a risk that people would use the FDA's
threatens to set back this needed reform. The White label to select foods even if they eat less or more than
House should intervene qQuickly to settle the dispute 2,000 calories a day. Individual calorie needs vary de-
and issue rules so shoppers can have easily understood pending on factors such as age, gender and activity,
labels within a year or two, ' fprefcxs a sunple label that would list the

€r a year of negotiations, nearly 4,000 pages of amounts of nutrients in a food and carry wamings
regulations were supposed 1o be finafized Monda . But  about sodium, sugar and such, but not assign daily
Agriculture Secretary Edward Madigan and Dr. David  values. If there must be daily values, he argues, they
Kessler, commussioner of the Food and Drug Admin-  should be based on a range of calorie intakes, although
istration, couidn't agree on a few things, _ this, 100, seems unnecessarily complicated.
~_The spat isn’t some inconsequential, bureaucratic As o restaurants, the FDA proposes limiting the use
food fight over rurf, it’s a fundamental difference over fof terms such as “low-fat” and “fresh” on menus un-
policy and the purposes of the 1990 Nutnition La- [less there's some basis for the claim., Smaller eateries
beling and Education Act. And, while the lesson may ffear they may be required to produce recipes or con-

be that there's no m‘f esr;lood label, Madigan seems Jduct costly laboratory analyses to support menu de-
er.

closer to the mark scriptions. Madigan wisely favors voluntary guidelincs,

, l')l‘e!lue chief xumenz centers on the format of the  Critcs s8y Madigan is fighting the FDA iabel be-

abel—specifically

tent of foods The two also disagrez on how restau- like mear. He denies it, and it really doesn't matter,

rants should be included under the labeling law, ‘ because he’s playing a useful role, ] _
Kessler wants to list the amounts of fat, sodium, Americans don’t want menu police or prescriptions

cholesterol and calories per mv&dand compdre these §from Washington on what is politically correct 1o eat.

. to the government’s recommen maximum in a §They want detailed, uniform, straghtdforward informa-

daily diet of 2,000 csories. The numbers would be tion about their food so they can make sound, healthy

expressed as a “Daily Value” or “DV"—a percentage §dictary decisions. Madigan has set the table for the .

of the recommended amount. White House 1o provide this.

, how it should disclose the fat con- cause it would steer people away from high-fat foods !
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 2020)

November 16, 1992

Memorandum for Robert B. Zoellick

Re: Food Labeling Regulations

Pursuant to your memorandum of November 13th, nothing in my
memorandum of the same date should be interpreted as prejudging
our ability to carry out the directives arrived at as a result of
our further discussions.

I look forward to our meeting, as soon as possible. Thank you.

e W bl

Louis W. Sullivan, M.D.



FOOD LABELING REGULATIONS

This presents for your decision three issues concerning
food labeling regulations that must soon be issued by the
Secretary of Health and Human Services and the Secretary of
Agriculture. The Secretaries and interested agencies have
striven over many months to reach agreement on the issues
raised by these complex and important rules. All of these
issues have now been resolved except for three: (1) the most
appropriate definition of the term "light;" (2) the scope of
regulation of restaurant foods; and (3) the format of the
nutrition label for food products. The Secretaries have not
been able to agree on these issues. The issues are therefore
presented for your decision.

Background.

The Nutrition Labeling and Education Act (NLEA) requires
the Secretary of Health and Human Services (HHS) to issue
regulations governing labeling of food products. The NLEA
provides that the regulations must require food products to
carry a nutrition information panel on the label. The
regulations are also required to define the types of
comparative nutrition claims that can be made on the label
(such as "light," "low" or "reduced").

The NLEA only applies to foods regulated by the Food and
Drug Administration (FDA). Products containing more than a de
minimis (two percent) meat content are regulated by the
Department of Agriculture (USDA). Secretary Madigan has
proposed a labeling regimen for meat food products that
parallels the HHS proposal for other food products. (The food
processing industry and consumer groups prefer a common rule
for both types of products.)

The food labeling rules as a whole encompass 29 distinct
HHS rules and one parallel USDA rule. The HHS rules alone will
consume over 1,000 pages in the Federal Register. The
regulations are expected to have a major impact on nutrition
and health, as well as impose significant costs in the food
production, food marketing and restaurant industries.

The NLEA contains a "hammer provision" that required the
proposed rule (issued by HHS one year ago) to become the final
rule automatically if the final regulations were not issued by
November 8, 1992. The hammer fell when the final rule was not
issued by that date. The proposed rule now given final effect
by the hammer provision is not supported by either HHS or USDA
or any other agency. When the three issues presented here are
resolved, the final regulations will be published and supersede



the proposed rule. However, it may be necessary to have a
short public comment period before the final regulations are
published. Whether or not a comment period is provided,
expedition is warranted since there is a strong public interest
in issuing these important rules as soon as possible. (The
regulations will have a delayed effective date to allow for
planning and implementation.)

Issues For Decision

Issue One: Use of Term "Light"

The NLEA requires the issuance of rules that provide
definitions for a variety of comparative claims such as "less,"
"low" and "light." The NLEA prohibits use of these terms
unless the food product to which they refer meets the
definitions. Both USDA and HHS agree that the definition of
"light" should refer to a minimum reduction of two key
elements: fat and/or calories. The following issues remain
concerning the definition of "light".

Sodium. USDA proposes that the term "light" also may be
used when the product contains 50 percent less sodium. HHS
maintains that only reduced fat and calories, and not reduced
sodium, should qualify a product as "light." HHS argues that
the term "light" is such an important signal to consumers that
it should apply to only the most important elements of a food.
HHS believes that the value of the term "light" would be
diluted by allowing it to refer to a reduction only in sodium,
an element HHS believes is less important than fat or calories.
HHS also points out that there are other terms available to
describe lower salt products, such as "low sodium" or "lightly
salted."

USDA argues that, in view of the importance of sodium
consumption to many consumers, usage of the term "light" in
connection with sodium should be permitted. USDA also urges
that use of "less" and "lower" to describe salt content would
not be as valuable as a descriptive term as the term "light."
To meet HHS' concerns about retaining the value of the term
"light," USDA proposes that when a product has only reduced
sodium it must be identified as "light in sodium," although
USDA also proposes that "light" may in such cases also be in
the name, such as "light bologna." USDA also proposes that the
words "in sodium" be of equal size, to avoid disproportionate
emphasis on the term "light."



Decision:

HHS position: "light" refers only to fat
or calories.

USDA position: "light" refers to fat or
calories, or sodium if labeled "light in
sodium."

Other:

Fat and/or Calorie Reduction. USDA would define "light"
as one-third less in calories or 50 percent less in fat. HHS
would define "light" the same way, except that, for a food that
has more than 50 percent of calories from fat, only a 50
percent reduction in fat (not one-third less calories) would
qualify as "light." HHS argues that products should not be
labeled "light," even if the calorie count has been reduced
one-third, where fat content remains the dominant source for
the remaining calories. HHS points out that descriptive terms
are available in this situation other than "light," such as
"reduced calories." USDA believes that consumers are provided
useful information by use of the term "light" where calories
have been reduced by one-third, even if fat remains the
dominant source of calories (which will be the case for many
meat and poultry products). USDA is concerned that the HHS
definition will serve as a disincentive for producers to
develop meat and poultry products that reduce calories by one-
third even though the fat in those products cannot be reduced
by 50 percent.

Decision:

HHS position: one-third less calories or 50
percent less fat; 50 percent less fat
required where more than 50 percent of
calories are from fat.

USDA position: one-third less calories or 50
percent less fat.

Other:

Printing of Factual Information. HHS believes that the
defined term "light" (as well as others such as "reduced" or
"low") should be the only permitted statements about nutrients.
HHS thus would not permit any factual nutrient statements, even
if accurate, unless the product also met the requirements of




the terms defined by HHS or the label stated that the product
did not meet the terms. For example, if a product did not meet
the definition of "low calorie," the seller could not state the
number of calories the product contains anywhere (other than on
the nutrition panel) unless the product label also stated "not
a low calorie product."

HHS contends that allowing use of such information,
although factually accurate, would lead to confusion and
proliferation of accurate but misleading claims. Others
maintain, however, that allowing factually accurate statements
will, on balance, benefit consumers. Restricting simple,
accurate statements in the market place denies the consumer
quick access to truthful information with which to make
informed choices on his own. The restriction on accurate
statements may also reduce the incentive to make improvements
that are not as great as the thresholds set by the terms
defined by the regulation. For example, a producer may be less
likely to reduce fat in a product by 20 percent if, as HHS
proposes, the reduced fat content could not be shown on the
product label.

Decision:

HHS position: allow factually accurate
nutrient claims, only if (a) the product
meets the terms defined by HHS, such as
"reduced" or "light," or (b) the label
states that the product does not meet the
terms.

Alternative position: allow factual
nutrient statements without HHS provisos.

Other:

Issue Two: NLEA Application in Restaurants.

The NLEA specifically exempts restaurants from its
requirement that all food products carry a nutrition
information label. However, the Department of Justice has
advised, and USDA and HHS agree, that nutrient claims by
restaurants are subject to the NLEA. There is no question,
therefore, that some regulation of nutrient claims by
restaurants is required as a matter of law.

USDA and HHS disagree about the extent to which nutrient
claims by restaurants should be regulated. Specifically, the



agencies disagree on (1) whether menus should be covered; and
(2) about the scope of regulation of restaurants.

Menus. HHS proposes that all nutrient claims by
restaurants be regulated, including claims on menus. USDA
proposes that claims on menus be exempted USDA believes that
there would be a chilling effect on provision of information by
restaurants, perhaps leading restaurants to provide no health
information or to be required to retain lawyers to review their
menus. The Department of Justice advises that the NLEA does
not unambiguously require that menus be treated as labeling, so
some form of exemption for menus may be permitted but that this
is not yet resolved. HHS expresses concern, however, about
whether exemptlng menus would be sustained by the courts as
reasonable, since menus do contain descrlptlons of items served
by the restaurant. Indeed, menus are the primary and often the
only information provided by a restaurant about the food it
serves. Moreover, HHS strongly asserts that not covering menus
as labeling could undermine its enforcement of all food and
drug laws, since it has covered as "labeling" items similar to
menus such as pamphlets, signs and placards.

Scope of requlation. To the extent that menus are
covered, HHS proposes that a restaurant need only be able to
show some "reasonable basis" for the restaurant's nutrient
claim on a menu (such as a claim that an item is "low
calorie"). HHS also proposes that certain claims on a menu be
exempt, such as "light fare" as a description of a category of
menu items.

USDA proposes that mitigating measures be added to the HHS
proposal. USDA urges adoption of a small business exemption
for menus, so that the rules would not apply to the menus of
single-location restaurants or chains of ten or fewer
restaurants. While the NLEA provides a small business
exemption for the requirement to place a nutrition label on all
food products, it contains no such exemption for the nutrient
claims provisions at issue here. This suggests that no such
exemption was intended for nutrient clalms, although it should
not preclude granting a limited, de minimis exemption, such as
an exemption for menus of small restaurants.

As an alternative to a small business exemption, USDA
proposes that the "reasonable basis" test of HHS should be only
a general guideline, not the sole means of avoiding a violation
for small businesses. To the extent of its enforcement
discretion, FDA would take action only if the menu is
materially misleading and the restaurant personnel preparing
the menus knew that the descriptions were materially
inconsistent with the guidelines, or knew the actual



composition of the food items described in the nutrient claim
was materially different from the item's description. This
enforcement guideline would provide some mitigation for small
business; however, FDA laws are primarily enforced by state and
local governments that would retain discretion to enforce the
law in a manner that could weaken the mitigating effect of the
standard. HHS opposes a small business exemption and
mitigating enforcement measures, even for chains of ten or
fewer restaurants. HHS maintains that even such small chains
or single location restaurants should be required to
demonstrate a reasonable basis for nutrient claims on a menu.

Decision:

USDA: exempt restaurant menus (to the
extent permitted by law)

HHS: regulate restaurant menus

To the extent menus are covered:

USDA: (a) include small restaurant
exemption for menus, or

(b) include mitigating enforcement
provisions as described above.

HHS: do not include small restaurant

exemption or mitigating enforcement
provisions.

Issue Three: Nutrition Label Format

Under the NLEA, every food product (except food served in
restaurants) must carry a nutrition information panel. The
NLEA also specifies the nutrient items that must appear on the
panel, e.qg., total fat, carbohydrate, cholesterol, etc. The
statute requires that the label must be designed so that (a)
the public can readily observe and comprehend the information
on the label, and (b) the relative significance of the
nutrients can be understood in the context of a total daily
diet. USDA and HHS agree that the panel should state the
amount of each of the listed nutrients that is found in the
food, e.g., 13 grams of total fat. There remain two
fundamental differences between the agencies, however.

HHS proposes that, in addition to listing nutrients and
amounts, the panel should state the total daily amount a person
should have of each nutrient (called the "daily value") and the



percentage of that daily total found in the food. (The HHS
proposed format is shown at attachment 1.) USDA contends that
the total daily amount and the percentage for each nutrient
should not be listed on the panel; instead, only general
dietary guidelines would be stated in a footnote. (The USDA
proposed format is shown at attachment 2.)

The two differences between HHS and USDA are thus whether
a daily reference value should be shown, and, if so, whether
the percentage of the value should also be shown. HHS argues
that showing a total daily amount and a percentage that the
food supplies of the total daily amount enables consumers to
understand the relative value of a serving of the product to
their total diet. Without this relative value information, HHS
maintains, the consumer would not know the significance of a
particular amount of a nutrient.

Moreover, according to HHS, public health research
demonstrates that percentages have a utility to the consumer.
Use of a percentage, HHS believes, allows consumers to take
advantage of the information provided in a practical way,
permitting them to make their own choices quickly and
effectively. |

USDA believes, however, that the HHS approach excessively
regulates or prescribes the diet, and that the USDA proposed
label is less confusing and more informative. USDA argues
particularly that by requiring that a single percentage of
daily value be shown for a nutrient, HHS must base the daily
value on a single average diet (set by HHS at 2,000 calories
per day). USDA asserts that any one daily value level is
incorrect for most of the population, as shown by the fact that
only 25 percent of the population has a dietary need at or
below the 2,000 calorie level.

HHS replies that the 2,000 calorie level is justified
because it errs on the side of a lower, rather than a higher
intake of fat. HHS also asserts that it would be inappropriate
to use a range of calorie intake levels, rather than a single
level (such as 2,000 calories). While use of a range would
take account of the range of dietary needs in the population,
HHS believes that consumers would, unjustifiably, tend to place
themselves in a higher part of the range, and thus to consume
higher amounts of fat and calories.

During discussions on this issue, a third, compromise
option was developed. It is shown at attachment 3. Under the
compromise option, daily values are indicated, as HHS seeks.
However, instead of a single value (as proposed by HHS), a
range of daily values is shown. A percentage of daily value is




not shown, so all information is in the same unit, making it
easier to follow. (The format also uses the HHS footnote that
explains daily value and the USDA format information showing
equations of grams of a nutrient and calories.) This proposal
combines the USDA proposal to eliminate the percentage and the
HHS proposal to include daily values, and resolves the one-
size-fits-all, single daily value problem by showing a range of
values. Inclusion of daily values would permit consumers to
evaluate the food product in terms of their total daily intake
of food. Elimination of the percentage enables a range of
daily values to be displayed, allowing consumers to more
adequately relate the information to their own situations.

Decision:

USDA format: content disclosure alone
(with dietary guidelines).

HHS format: content disclosure, single
daily value and percentage of daily value.

Compromise format: content disclosure,
range of daily values, all in the same unit
(but with no percentage).



HHS PROPOSAL

Nutrition Facts
Serving Size /2cup (1149)

Servmgs Per Contamer 4

Amount Pef Serving |

Calones 260 Calones from Fat 120

°/ M,z;e* Yoot
Value aa!oﬁe d'»et

Total Fat 13g __
Saturated Fat5g 25%

Total Wy
Carbohydrate31g 11% [
Dietary Fiber0g 0% 7>

WmA4%0Vsta:nn02%°Camn15%clmn4%

*This Daily Value is a reference only.

Your Daily Value may vary depending on
your calorie needs. Typical intakes

for women are 1600-2200 calories, for
men 2000-3000 calories and for

children (ages 4-14) 1800-2500 calories.
More information can be obtained from,
Dietary Guidelines, Consumer Information °
Center, Pueblo, CO 81002.

Attachment 1



USDA PROPOSAL

Nutrition Facts

Serving Size 1 cup (253 Q)
Servings Per Container 1

Amount Per Srving

Calories 260 Calories from Fat 75
Total Fat

(1g=9 calories) 8.50
Saturated Fat 3.59
Cholesterol 35mg
Sodium 1010mg
Total

Carbohydrate

(1g=4 calories) 229
Complex

Carbohydrate 18g
Sugars 49
Dietary Fiber 9g
Protein

(1g=4 calories) 259

Vitamin A 20% e VitaminC  2%¢Calcium 8% e Iron 45%

*Use this nutrition information to help you plan your
total daily diet. The Dietary Guidelines recommend
that Americans: Eat a wide range of foods. Choose
a diet with plenty of vegetables, fruits, and grain
products. Choose a diet low in fat (30% of calories or
less), saturated fat (less than 10% of calories), and
cholesterol. Use sugar, salt and sodium only in mod-
eration. 4

Attachment 2



COMPROMISE PROPOSAL

Nutrition Facts

Serving Size 1 cup (2563 9)
Servings Per Container 1

t er Seig o
Calories 260 Calories from Fat 75

Daily Value*

Total Fat 8.59 53-93g
(1g=9 calories)

Saturated Fat  3.5g 18-31g

Cholesterol 35mg  300mg

Sodium 1010mg 2400mg

Total
Carbohydrate 22g = 240-420g
(1g=4 calories) |

Complex

Carbohydrate 8¢

Sugars 49

Dietary Fiber 9g - 18-32g
Protein 25g 40-70g

(1g=4 calories)

Vitamin A 20% e VitaminG 2% sCalcium 8% lron 45%

*This Dally Value Is a reference only. Your Dally Value may vary
depending on your calorie needs. Typical Intakes for women are
1,600-2,200 calories, for men 2,000-3,000 calories and for
children (ages 4-14) 1,800-2,500 calorles. Mors Information can
be obtalned from, Dletarz Guidelines, Consumer Information
Center, Pueblo CO 8100

AlLLdcliueiie o




THE WHITE HOUSE
WASHINGTON

November 13, 1992
Memorandum for Secretary Sullivan

Re: Food Labeling Regulations

I shared your November 13 memo with Secretary Baker. We were not
clear about the meaning of the following sentence in your
discussion of the format alternatives (p. 1, para. 3): "I would
be unable to adopt either of them." :

We are also unclear about the meaning of the phrase (p. 1, para.
5), "I also am not prepared to adopt any definition for ’light’
for high fat foods that are not reduced 50% in fat."

Secretary Baker asked me to ascertain whether these statements
are your way of saying that you would refuse to implement the
President’s decisions in the event they are different from your
recommendations and, if not, would you care to rephrase them. He
would like to know your answer before we proceed with the paper
and the meeting you requested.

I also note that your memo refers to various questions of legal
interpretation. As your staff knows from the various interagency
meetings, we have relied on the Justice Department to resolve
differences of legal interpretation.

I would appreciate it if you could let me know promptly your
answer to Secretary Baker’s question. Thank you.

% st A Nollok

Robert B. Zoellick

/



EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET
WASHINGTON, D.C. 20503

November 13, 1992

MEMORANDUM FOR ROBERT ZOELLICK
FROM: Bob Damus N7

SUBJECT: Food Labeling

Attached is the revised document.

This revision reflects some of the
suggestions of HHS and USDA.

As you can see, in the menu area, the
discussion and choices reflect the fact that
Justice has not yet finally resolved certain
matters.



FOOD LABELING REGULATIONS

This presents for your decision three issues concerning
food labeling regulations that must soon be issued by the
Secretary of Health and Human Services and the Secretary of
Agriculture. The Secretaries and interested agencies have
striven over many months to reach agreement on the issues
raised by these complex and important rules. All of these
issues have now been resolved except for three: (1) the most
appropriate definition of the term "light;" (2) the scope of
regulation of restaurant foods; and (3) the format of the
nutrition label for food products. The Secretaries have not
been able to agree on these issues. The issues are therefore
presented for your decision.

Background.

The Nutrition Labeling and Education Act (NLEA) requires
the Secretary of Health and Human Services (HHS) to issue
regulations governing labeling of food products. The NLEA
provides that the regulations must require food products to
carry a nutrition information panel on the label. The
regulations are also required to define the types of
comparative nutrition claims that can be made on the label
(such as "light," "low" or "reduced").

The NLEA only applies to foods regulated by the Food and
Drug Administration (FDA). Products containing more than a de
minimis (two percent) meat content are regulated by the
Department of Agriculture (USDA). Secretary Madigan has
proposed a labeling regimen for meat food products that
parallels the HHS proposal for other food products. (The food
processing industry and consumer groups prefer a common rule
for both types of products.)

The food labeling rules as a whole encompass 29 distinct
HHS rules and one parallel USDA rule. The HHS rules alone will
consume over 1,000 pages in the Federal Register. The
regulations are expected to have a major impact on nutrition
and health, as well as impose significant costs in the food
production, food marketing and restaurant industries.

The NLEA contains a "hammer provision" that required the
proposed rule (issued by HHS one year ago) to become the final
rule automatically if the final regulations were not issued by
November 8, 1992. The hammer fell when the final rule was not
issued by that date. The proposed rule now given final effect
by the hammer provision is not supported by either HHS or USDA




or any other agency. When the three issues presented here are
resolved, the final regulations will be published and supersede
the proposed rule. However, it may be necessary to have a
short public comment period before the final regulations are
published. Whether or not a comment period is provided,
expedition is warranted since there is a strong public interest
in issuing these important rules as soon as possible. (The
regulations will have a delayed effective date to allow for
planning and implementation.)

Issues For Decision

Issue One: Use of Term '"Light"

The NLEA requires the issuance of rules that provide
definitions for a variety of comparative claims such as "less,"
"low" and "light." The NLEA prohibits use of these terms
unless the food product to which they refer meets the
definitions. Both USDA and HHS agree that the definition of
"light" should refer to a minimum reduction of two key
elements: fat and/or calories. The following issues remain
concerning the definition of "light".

Sodium. USDA proposes that the term "light" also may be
used when the product contains 50 percent less sodium. HHS
maintains that only reduced fat and calories, and not reduced
sodium, should qualify a product as "light." HHS argues that
the term "light" is such an important signal to consumers that
it should apply to only the most important elements of a food.
HHS believes that the value of the term "light" would be
diluted by allowing it to refer to a reduction only in sodium,
an element HHS believes is less important than fat or calories.
HHS also points out that there are other terms available to
describe lower salt products, such as "low sodium" or "lightly
salted."

USDA argues that, in view of the importance of sodium
consumption to many consumers, usage of the term "light" in
connection with sodium should be permitted. USDA also urges
that use of "less" and "lower" to describe salt content would
not be as valuable as a descriptive term as the term "light."
To meet HHS' concerns about retaining the value of the term
"light," USDA proposes that when a product has only reduced
sodium it must be identified as "light in sodium," although
USDA also proposes that "light" may in such cases also be in
the name, such as "light bologna." USDA also proposes that the
words "in sodium" be of equal size, to avoid disproportionate
emphasis on the term "light."



Decision:

HHS position: "light" refers only to fat
or calories.

USDA position: "light" refers to fat or
calories, or sodium if labeled "light in
sodium."

Other:

Fat and/or Calorie Reduction. USDA would define "light"

as one-third less in calories or 50 percent less in fat. HHS
would define "light" the same way, except that, for a food that
has more than 50 percent of calories from fat, only a 50
percent reduction in fat (not one-third less calories) would
qualify as "light." HHS argues that products should not be
labeled "light," even if the calorie count has been reduced
one-third, where fat content remains the dominant source for
the remaining calories. HHS points out that descriptive terms
are available in this situation other than "light," such as
"reduced calories." USDA believes that consumers are provided
useful information by use of the term "light" where calories
have been reduced by one-third, even if fat remains the
dominant source of calories (which will be the case for many
meat and poultry products). USDA is concerned that the HHS
definition will serve as a disincentive for producers to
develop meat and poultry products that reduce calories by one-
third even though the fat in those products cannot be reduced
by 50 percent.

Decision:

HHS position: one-third less calories or 50
percent less fat; 50 percent less fat
required where more than 50 percent of
calories are from fat.

USDA position: one-third less calories or 50
percent less fat.

Other:

Printing of Factual Information. HHS believes that the
defined term "light" (as well as others such as "reduced" or
"low") should be the only permitted statements about nutrients.




HHS thus would not permit any factual nutrient statements, even
if accurate, unless the product also met the requirements of
the terms defined by HHS or the label stated that the product
did not meet the terms. For example, if a product did not meet
the definition of "low calorie," the seller could not state the
number of calories the product contains anywhere (other than on
the nutrition panel) unless the product label also stated "not
a low calorie product."

HHS contends that allowing use of such information,
although factually accurate, would lead to confusion and
proliferation of accurate but misleading claims. Others
maintain, however, that allowing factually accurate statements
will, on balance, benefit consumers. Restricting simple,
accurate statements in the market place denies the consumer
quick access to truthful information with which to make
informed choices on his own. The restriction on accurate
statements may also reduce the incentive to make improvements
that are not as great as the thresholds set by the terms
defined by the regulation. For example, a producer may be less
likely to reduce fat in a product by 20 percent if, as HHS
proposes, the reduced fat content could not be shown on the
product label.

Decision:

HHS position: allow factually accurate
nutrient claims, only if (a) the product
meets the terms defined by HHS, such as
"reduced" or "light," or (b) the label
states that the product does not meet the
terms.

Alternative position: allow factual
nutrient statements without HHS provisos.

Other:

Issue Two: NLEA Application in Restaurants.

The NLEA specifically exempts restaurants from its
requirement that all food products carry a nutrition
information label. However, the Department of Justice has
advised, and USDA and HHS agree, that nutrient claims by
restaurants are subject to the NLEA. There is no question,
therefore, that some regulation of nutrient claims by
restaurants is required as a matter of law.




USDA and HHS disagree about the extent to which nutrient
claims by restaurants should be regulated. Specifically, the
agencies disagree on (1) whether menus should be covered; and
(2) about the scope of regulation of restaurants.

Menus. HHS proposes that all nutrient claims by
restaurants be regulated, including claims on menus. USDA
proposes that claims on menus be exempted. USDA believes that
there would be a chilling effect on provision of information by
restaurants, perhaps leading restaurants to provide no health
information or to be required to retain lawyers to review their
menus. The Department of Justice advises that the NLEA does
not unambiguously require that menus be treated as labeling, so
some form of exemption for menus may be permitted but that this
is not yet resolved. HHS expresses concern, however, about

whether exempting menus would be sustained by the courts as
reasonable, since menus do contain descriptions of items served
by the restaurant. Indeed, menus are the primary and often the
only information provided by a restaurant about the food it
serves. Moreover, HHS strongly asserts that not covering menus
as labeling could undermine its enforcement of all food and
drug laws, since it has covered as "labeling" items similar to
menus such as pamphlets, signs and placards.

L.
L

Scope of requlation. To the extent that menus are
covered, HHS proposes that a restaurant need only be able to
show some "reasonable basis" for the restaurant's nutrient
claim on a menu (such as a claim that an item is "low
calorie"). HHS also proposes that certain claims on a menu be
exempt, such as "light fare" as a description of a category of
menu items.

USDA proposes that mitigating measures be added to the HHS
proposal. USDA urges adoption of a small business exemption
for menus, so that the rules would not apply to the menus of
single-location restaurants or chains of ten or fewer
restaurants. While the NLEA provides a small business
exemption for the requirement to place a nutrition label on all
food products, it contains no such exemption for the nutrient

\ claims provisions at issue here. This suggests that no such

. exemption was intended for nutrient claims, although it should

/- not preclude granting a limited, de minimis exemption, such as
an exemption for menus of small restaurants.

As an alternative to a small business exemption, USDA
proposes that the "reasonable basis" test of HHS should be only
a general guideline, not the sole means of avoiding a violation
for small businesses. To the extent of its enforcement
discretion, FDA would take action only if the menu is
materially misleading and the restaurant personnel preparing



the menus knew that the descriptions were materially
inconsistent with the guidelines, or knew the actual
composition of the food items described in the nutrient claim
was materially different from the item's description. This
enforcement guideline would provide some mitigation for small
business; however, FDA laws are primarily enforced by state and
local governments that would retain discretion to enforce the
law in a manner that could weaken the mitigating effect of the
standard. HHS opposes a small business exemption and
mitigating enforcement measures, even for chains of ten or
fewer restaurants. HHS maintains that even such small chains
or single location restaurants should be required to
demonstrate a reasonable basis for nutrient claims on a menu.

Decision:

/r USDA: exempt restaurant menus (to the
V| extent permitted by law)

HHS: regulate restaurant menus

To the extent menus are covered:

USDA: [ (a) include small restaurant
. exemption for menus, or

( (b) include mitigating enforcement

L provisions as described above.
HHS: do not include small restaurant
exemption or mitigating enforcement
provisions.

Issue Three: Nutrition Label Format

Under the NLEA, every food product (except food served in
restaurants) must carry a nutrition information panel. The
NLEA also specifies the nutrient items that must appear on the
panel, e.g., total fat, carbohydrate, cholesterol, etc. The
statute requires that the label must be designed so that (a)
the public can readily observe and comprehend the information
on the label, and (b) the relative significance of the
nutrients can be understood in the context of a total daily
diet. USDA and HHS agree that the panel should state the
amount of each of the listed nutrients that is found in the
food, e.g., 13 grams of total fat. There remain two
fundamental differences between the agencies, however.




HHS proposes that, in addition to listing nutrients and
amounts, the panel should state the total daily amount a person
should have of each nutrient (called the "daily value") and the
percentage of that daily total found in the food. (The HHS
proposed format is shown at attachment 1.) USDA contends that
the total daily amount and the percentage for each nutrient
should not be listed on the panel; instead, only general
dietary guidelines would be stated in a footnote. (The USDA
proposed format is shown at attachment 2.)

The two differences between HHS and USDA are thus whether
a daily reference value should be shown, and, if so, whether
the percentage of the value should also be shown. HHS argues
that showing a total daily amount and a percentage that the
food supplies of the total daily amount enables consumers to
understand the relative value of a serving of the product to
their total diet. Without this relative value information, HHS
maintains, the consumer would not know the significance of a
particular amount of a nutrient.

Moreover, according to HHS, public health research
demonstrates that percentages have a utility to the consumer.
Use of a percentage, HHS believes, allows consumers to take
advantage of the information provided in a practical way,
permitting them to make their own choices quickly and
effectively.

USDA believes, however, that the HHS approach excessively
regulates or prescribes the diet, and that the USDA proposed
label is less confusing and more informative. USDA argues
particularly that by requiring that a single percentage of
daily value be shown for a nutrient, HHS must base the daily
value on a single average diet (set by HHS at 2,000 calories
per day). USDA asserts that any one daily value level is
incorrect for most of the population, as shown by the fact that
only 25 percent of the population has a dietary need at or
below the 2,000 calorie level.

HHS replies that the 2,000 calorie level is justified
because it errs on the side of a lower, rather than a higher
intake of fat. HHS also asserts that it would be inappropriate
to use a range of calorie intake levels, rather than a single
level (such as 2,000 calories). While use of a range would
take account of the range of dietary needs in the population,
HHS believes that consumers would, unjustifiably, tend to place
themselves in a higher part of the range, and thus to consume
higher amounts of fat and calories.

During discussions on this issue, a third |compromise
option was developed. It is shown at attachment 3. Under the




compromise option, daily values are indicated, as HHS seeks.
However, instead of a single value (as proposed by HHS), a
range of daily values is shown. A percentage of daily value is
not shown, so all information is in the same unit, making it
easier to follow. (The format also uses the HHS footnote that
explains daily value and the USDA format information showing
equations of grams of a nutrient and calories.) This proposal
combines the USDA proposal to eliminate the percentage and the
HHS proposal to include daily values, and resolves the one-
size-fits-all, single daily value problem by showing a range of
values. Inclusion of daily values would permit consumers to
evaluate the food product in terms of their total daily intake
of food. Elimination of the percentage enables a range of
daily values to be displayed, allowing consumers to more
adequately relate the information to their own situations.

Decision:

USDA format: content disclosure alone
(with dietary gquidelines).

HHS format: content disclosure, single
daily value and percentage of daily value.

Compromise format: content disclosure,
range of daily values, all in the same unit
(but with no percentage).



HHS PROPOSAL

Nutrition Facts

Serving Size /2cup (1149)
Servings Per Container 4

ST RSeT i - - =
A, S - P4 Lo TN LR R

nt P -.
Calories 260 Calories from Fat 120

Daily Valuet.
% Daily for
Value calorie diet

Total Fat 13g  20% 1 =t
Saturated Fat5g 25%:

Cholesterol30mg 10%
Sodium 660mg  28%

Total ;

Carbohydrate 31g 11%
Dietary FiberOg 0%}
Sugars 59

Protein

RSN

-

Vitamin A 4% ¢ Vitamin C 2% # Calcium 15% e lron 4% |

*This Daily Value is a reference only.

Your Daily Value may vary depending on
your calorie needs. Typical intakes

for women are 1600-2200 calories, for
men 2000-3000 calories and for

children (ages 4-14) 1800-2500 calories.
More information can be obtained from,
Dietary Guidelines, Consumer Information
Center, Pueblo, CO 81002.

Attachment 1




USDA PROPOSAL

Nutrition Facts

Serving Size 1 cup (253 g)
Servings Per Container 1

|
Amount Per Serving

Calories 260 Calories from Fat 75
|
Total Fat

(1g=9 calories) 8.59
Saturated Fat 3.59
Cholesterol 35mg
Sodium 1010mg
Total

Carbohydrate

(1g=4 calories) 229
Complex

Carbohydrate 189
Sugars 49
Dietary Fiber 9g
Protein

(1g=4 calories) 25¢
I

Vitamin A 20% e VitaminC 2% Calcium 8% ®lron 45%

*Use this nutrition information to help you plan your
total daily diet. The Dietary Guidelines recommend
that Americans: Eat a wide range of foods. Choose
a diet with plenty of vegetables, fruits, and grain
products. Choose a diet low in fat (30% of calories or
less), saturated fat (less than 10% of calories), and
cholesterol. Use sugar, salt and sodium only in mod-
eration.

Attachment 2




COMPROMISE PROPOSAL

Nutrition Facts

Serving Size 1 cup (253 g)
Servings Per Container 1

G

Amount Per Serving

Calories 260 Calories from Fat 75
Daily Value*

Total Fat 8.5¢g 53-93¢g

(1g9=9 calories)

Saturated Fat  3.5g 18-31¢g

Cholesterol 35mg  300mg

Sodium 1010mg 2400mg

Total

Carbohydrate 22g 240-420g

(1g=4 calories)

Complex

Carbohydrate  8g

Sugars 49

Dietary Fiber 9g 18-32¢g

Protein 25¢g 40-70g

(1g=4 calories)

I

Vitamin A 20%e VitaminC 2% eCalcium 8%@® Iron 45%

*This Dally Value is a reference only. Your Dally Value may vary
depending on your calorie needs. Typical intakes for women are
1,600-2,200 calories, for men 2,000-3,000 calories and for
children (ages 4-14) 1,800-2,500 calories. More information can
be obtained from, Dietary Guidelines, Consumer Information
Center, Pueblo CO 81002

Attachment 3
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THE WHITE HOUSE

WASHINGTON

November 10, 1992

NOTE FOR SECRETARY BAKER

RE: Food Labeling Regulations

As I mentioned, this is one of the
outstanding issues I've been working
to resolve.

I've attached Secretary Sullivan's
memo to you and my reply of the
same day.

We're close to completing an options
memo for POTUS, as we discussed.
I'11 give you an update when you
return.

RBZ



THE WHITE HOUSE
WASHINGTON

November 9, 1992

MEMORANDUM FOR SECRETARY SULLIVAN

RE: Food Labeling Regulations

Thank you for sending me a copy of your memo to Secretary Baker
of this date on the Food Labeling Regulations.

I share your disappointment that the interested parties have not
resolved their differences to permit publishing of the
regulations today. (I spoke to Secretary Madigan today after
receiving your memo, and he is maintaining his position as well.)
And as we discussed at our meeting, I know you appreciate that
the draft regulations involve both the serious health issues you
outlined and questions relating to the economics of the
restaurant, grocery, and food production industries (and their
related employment).

I also thought it was unfortunate that we could not agree to
publish the final rule except for the few areas of disagreement.
Under that approach, we could have proceeded with the numerous
revisions in the proposed rules that HHS/FDA has decided to make.
In the few, albeit important, areas of disagreement, we might
have published either brief neutral language (drawing from the
statute) or even the language FDA used in its notice of proposed
rulesmaking (NPRM). We would have been no worse off than we will
be once the NPRM becomes final today, and in fact would have been
able to incorporate a large number of FDA’s revisions. I
understand there was some concern that this "interim final"
approach would have been hard to draft or appeared unwieldy, but
it does seem a shame not to have been able to try.

At this point, as we discussed, the only way I can see to resolve
the remaining differences is to prepare an options memo for the
President. We are doing that expeditiously, as I have discussed
with your staff.

I know this issue is extremely important, appreciate the efforts

of you and your staff, and hope that we can solve it rapidly so
you can proceed.

g om
Wit 17 \“M

obert ﬁoellick

Deputy ief of Staff
to tHe President




THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON. D.C. 2020

NOV 91992

MEMORANDUM FOR THE CHIEF OF STAFF TO THE PRESIDENT

Re: Food Labeling Regulations

As you know, Secretary Madigan and I have met with Bob Zoellick
to discuss differences Ed and I have over food labeling
regulations. Based on those discussions, I am convinced our
differences are not resolvable. While it would be desirable for
our Departments to simultaneously issue consistent regulations,
we are under no legal duty to do so: To the contrary, I am under
a statutory mandate to have issued final food labeling
regulations by November 8. If I do not act today, rules that we
proposed last year take effect. These rules are strenuously
opposed by industry and are more costly and regulatory than the
rules I want to issue today. Furthermore, if I fail to act, our
Administration will, as a practical matter, have forfeited this
issue to the next Administration.

I initiated food labeling reform in 1990 by proposing regulations
to require basic nutrition information on food labels, define
such terms as "light" and "low fat", and permit claims linking
diet with disease prevention benefits. In November 1990,
President Bush signed the Nutrition Labeling and Education Act,
which confirmed the general direction of my initiative and
mandated promulgation by my Department of the detailed
regulations now in dispute. Secretary Madigan issued a parallel
set of labeling proposals covering meat and poultry products, but
without a specific statutory mandate or deadline for final rules.

Food labeling reform is an integral part of Healthy People 2000 -
- our landmark disease prevention and health promotion
initiative. We have learned over the past two decades that the
incidence of heart disease and cancer in our country are strongly
influenced by what we eat and can be significantly reduced if the
intake of fat, saturated fat, cholesterol and sodium is brought
within recommended dietary guidelines and fiber intake is
increased.

My Department has developed final regulations that will provide
consumers with reliable information they can use to select
healthier diets. Our regulations are based on our specific
statutory mandate, extensive research, and over 40,000 comments
from consumers, industry and the public health community. It is
not possible to please everyone in an undertaking of this
complexity, but, on the key issues in dispute, our rules have
broad public support. On the most important issue -- the
nutrition label format -- the public health and nutrition
communities strongly support our approach.




Page 2 - Memorandum for the Chief of Staff to the President

These rules are important to the public health and of fundamental
importance to me as the Nation's chief public health officer. It
is imperative I issue them immediately. My failure to do so
places me in violation of my statutory responsibility, will cause
enormous hardship for the food industry, and will likely mean
that the final rules will be controlled by the next
Administration. I simply must act. Secretary Madigan should be
free to make his own decision about USDA's rules when he is ready
to do so.

I genuinely believe the issuance of these regulations will be a
proud and important legacy for the President and his

Administration.

Louis W. Sullivan, M.D.

cc:v/kr. Robert Zoellick
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N utrition Facts

Serving Size 1 Cup (283 g) |
Qewmgs Per Comamer 1 ‘

Amount Per Serving

Caleries 260 al ones ‘rom Fat 75
YA e wd- A
Daily Value~ |
Total Eas 8.5g 53-93¢g
(-ALQ; . |
S&turated Fat 3.5g 18-31¢g

Cholesterol = 35mg 300mg

Sodium 1010mg 2400mg
Total |
Carbohydrate 22g 240-420g
Complex |
Carbenycerate 8g

Sugars 4g

—

Dietary Fiber 9g 18-32¢g
Protein 25g 40-70g

'Vitamin A 20% e vt aminC 2% eCalcium 8%e iron 45"0i

recommenaeq intakes and 100d |

ng
con5um: “€yS. Advisable calorig, fat, carbohy- ,
W arate. “ber. 22 protein intake shouid vary based on |
age, sex, . ™ght, metabolism. and actvity ievel. ;




Vitamin A4%

Nutrition Facts

Serving Size /2cup (114Q)
Servmgs Per Contamer 4

| Amount
| Calorles 260 Calones from Fat 120

"% Dai 000

| [ Value W §;1e diet

Saturated Fat 59 25% i 53}

Cholesterolqomg 10% ; mn 'u%9°rr75§

Sodium 660)mg 28% mah;%%g@ﬁ‘é?

Carbohydr/ate 31g 11% ﬂ :‘: .‘(5,0953%

- Sugars Sq .:.,.‘:,,; M%M

‘ Dietary Fi Fb.e_r Og 0% J.? ,} ««a
|

5 'Y[. M“:\'\}:_}mﬁ
5 v

.\\\\ |

Protem 5g

* Vitamin C 2% & Calcium 15% o lron 4%

~7

*This Daily Value is a reference only.
Your Daily Value may vary depending on
your calorie needs. Typical intakes

for women are 1600-2200 calories, for
men 2000-3000 calories and for

children (ages 4-14) 1800-2500 calories.
More information can be obtained from,
Dietary Guidelines, Consumer Information
Center, Pueblo, CO 81002.




USDA FORMAT

DE. . .RIPTION:

° Provides basic information about nutrient value of product.

RA T{TONALE:

3 Meets the minimum obligations spelled out in the NLEA, disclosing
information which enables consumer to calculate their intake.

3 Does not excessively regulate or prescribe the diet.

] Solves the "any single value is wrong for most of the population”
problem that comes with a single daily reference value.

PROBLEMS:

o Does not include information to allow consumers to make calculations
to show relevance of disclosed information to the individual
consumer's circumstances.
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DRAFT 6Nov92

INTERIM APPROACH

Cites are to current FDA draft preamble.

Preamble: FDA recognizes that it is not legally required to
regulate claims on restaurant foods in a manner identical to that
proposed for packaged foods. (p.460) Moreover, regulation of the
restaurant industry must recognize that packaged foods and
restaurant foods differ markedly in the way they are prepared and
sold. (p.461) It is also true that the agency does not have the
resources to adequately enforce its regulations in restaurants.
(p.469)

Therefore, the agency will consider establishing regulations
specifically for restaurant foods. (p.470) Those regulations will
be forthcoming shortly and may recognize that there are other
definitional criteria that are more appropriate for restaurant
foods than those that FDA has developed based largely on packaged
foods. Also, it may be that consumers have completely different
expectations for, and understanding of, terms used for restaurant
foods as compared to the same terms used on packaged foods.
(p.469-470) The agency is also concerned that, at this time, a
requirement for full nutrition labeling could be a significant
barrier to the transfer of information about favorable
nutritional characteristics of restaurant foods. (p.474)

Accordingly, as an interim final rule, the agency is adopting an
approach whereby the statutory language of the NLEA is merely
incorporated in the rule, but which leaves open the question of
what constitutes restaurant"labeling" (ie, whether and to what
extent menus are regulated as "labeling"). Further elaboration
will be provided presently. FDA will also be working with USDA
regarding parallel treatment of meat and poultry products.

Comments may be submitted for 30 days from the date of
publication of this rule in the Federal Register. Comments
previously submitted on the subject of restaurant labeling will
be considered and need not be resubmitted.

Rule: "Restaurant Foods. Labeling used by restaurants is subject
to 21 USC 343 (r) regarding nutrient claims, except that
subclauses (iii) through(v) of subparagraph (2) (A) and
subparagraph (2) (B) do not apply to food which is served in
restaurants or other establishments in which food is served for
immediate human consumption or which is sold for sale or use in
such establishments."
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purpose of such terms would be to help tha consumer achieve a

total diet that conforms to current dietary guidelines.

IV. Rastaurant Foods

FDA received many comments regarding the proposed nutrient
content claims criteria as they would apply to restaurant foods
and to foods gold in other establishments in which food that is
ready for human consumption is sold (e.g., institutional food
gservice, delis, catering). 1In this discussion, such foods will
pe referred to as "restaurant foods," firms selling such foods
will be referred to as "restaurants," and responsible individuals
in these firws will be referred to as "restaurateurs." However,
the concepts and policies discussed are intended to apply broadly
to the foods covered by sections 403(q)(S)(A) (i) and (ii) of the}v\

S ———
act.
N,
#274. Saveral comments stated that because the 1990 amendments Q"\ o
are silent with respect to requiring restaurant foods to comply C&ﬁ%’

e e

with the requirements for nutrient content claims, FDA is not

legally reﬁuired to regulate such clains for restaurant foocds in

a manner identical to that proposed for packaged foods.

.« . FDA disagrees with the comments that the 1530 apendments do
not apply to nutrient content claims made for restaurant foods.,

As explained in the general principles propcsal (56 FR 60428), o

S W

459
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the 1990 amendments, read together with the very explicit
gstatements in the legislative history (136 Congressional Record

H5841 (daily ed. July 30, 1990)), fU11y support the agency’s

proposal in § 101.13(0) (5) (radesignated as § 101.13(p) (5)) that o

a nutrient content claim may not be used for food that is served ié%Huf
in restaurants or other establishnents in which food is served

for immediate human consumption, or for food that is sold for

sale or use in such establishments, unless the claim is used in a

manner that is authorized by a definition that FDA has adopted.

However, FDA agrees that it is not legally raquired to
regulate claims on restaurant foods in a manner identical to that
proposed for packaged foods. In fact, Congress recognized that
special provisions were necessary by explicitly exempting
restaurants from section 403(q), the referral and disclosure
requirements in section 402(r)(2) (B), and certain of the
requiremants in cection 402(r)(2) (A). FDA’s requlations
incorporate these exemptions. While it is not required that the
regulatory criteria governing claims for restaurant-type foods be

identical to those governing other foods, it is only logical

i N o ‘J*Q%
that, if claims on foods are to be useful for consumers, the / “re

criteria for those claims must be consistent.

Therefore, the agency has determined that additional
flexibility is needed to facilitate the helpful provision of

nutrition information on restaurant foods, put that there must be

460
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assurance that the claims being made ara valid. How FDA intends
to achieve this degree of flexibility with appropriate assurance

is discussed in the agency'’s responses to the following comments.

po-

#275. Several comments stated that restaurant menu jtems should _—

be required to comply with the proposed requirements for nutrient ——hedy
content claims. Some comments stated that many menu items are
centrally manufactured and conform to system-wide composition and
guality standards. Therefore, many restaurants and restaurant

chains, especially the larger ones, already have access to the
rutrition information necessary to verify claims about their

products. Finally, these comments stated that portion control of
foods is practiced by many restaurants to control their food

costs, and that this control will facilitate compliance by the

industry.

come commente stated that the proposed regulations governing
nutrient content claims would be impracticable for the restaurant
industry because packaged foods and restaurant foods differ
markedly in the way they are prepared and sold. For example,
variability in the nutrient level of individual foods sold in
restaurants foods occurs as a result of: (1) seasonal, regional,
and market variations in ingredients; (2) diffexences in
preparation methods of similar foods; and (3) consumer
preferences in terms of how food is prepared. The comments

polnted out that these variabilitiee would requirae repeated

461
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costly analyses to determine {f each menu item meets the criteria

for the content claim. The comment cited additional,
complicating factors such as: perfornance of 100 gram
calculations for meal-type products; inadequacy of current
databases on nutrient levels in many foods for validating
nutrient content claims; and variations in recipes for restaurant
foods. One comment estimated the cost of compliance in terma of
redoing printed menus in the commercial sector of the foodservice
industry to be more than 500 million dollars. Additionally, the
comments assert that costs associated with product development,
testing, preparation, marketing, and staff training will be
required., For these reasons, these comments requested that FDA

exempt restaurant foods from the requirements for nutrient claims

it is establishing in this rulemaking.

Several comments stated that the proposed regulation for
nutrient content claime for rastaurants is not the least
restrictive alternative available te FDA, in accordance with
Executive Order 12291, because it would essentially eliminate a
foodaservice operator’s ability to comminicate meaningful
nutrition information to consumers and create a disincentive for
foodservice oparators to develop healthful foods. These comments
said that substantial costs of compliance with the new
regulations would be passed on to consumars, and the small
busineas segment of the industry would be especlally adversely

affected. The alternatives suggested by the comments are: {1)

462
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Ippp——

develop definitions for foodservice oriented desoriptors; (2)
develop voluntary guidelines for foodservice that specify how
foodservice operators should provide nutrition information, or
(3) establish a standard aet of criteria concerning a recommended
daily diet so foodservice operators could flexibly and reliably
design meals that may be promoted as healthful.

Several comments specifically addressed the use of the term
"light" on restaurant foods. One of these comments gaid that
"light" used on a restaurant food or meal should have the sane
meaning.as when placed on a packaged food. Another comment said
that "light" should mean only a reduction in calories and that it
should be restricted for meal-type products, salt substitutes and
for describing physical or organoleptic attributes. One comment
said that "light" as used in a restaurant can mean a wide variety
of things from lighter texture, color or consistency or overall
healthinees than another menu item and that the current
definition is too restrictive, A comment from a restaurant chain
recommended that "light menus" refer to total meal packages that
have at least 25 percent less fat, cholesterol, gsodium, or
calories than the traditional menu selections. This comment
contended that a restaurant meal will take the place of at least
three servings, and that a 25 percent reduction would ke

significant in terms of total diet.

other comments were less specific in addressing the iscue of

463
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restaurant foods or meals bearing relative ¢laime. One of these
comments said that relative claims should be permitted for total
meal packages at restaurants. Another of these comments said

that for relative claims, a restaurant should compare a product

to the restaurant’s own product.

Given that almost half of the amerlcan food dollar is spent

on food consumed away from homa, and that perhaps as much as 30%

A

20y, 7

of the American diet is composed of foods prepared‘in food
service operations, FDA believes that, from an overall public
health perspective, this important segment of the diet can not be
ignored. Further, FDA believes that dietary information provided
to consuners at point of purchase in restaurants and other food
gervice operations can be useful in helping Americans in
maintaining healthy dietary practices. FDA wants to encourage
the provision of such information. However, FDA firmly believes
that consumers expect, and deserve, that the claims made at point
of purchase are truthful and not misleading. The act requires
that labeling be truthful and not misleading and information,

including claims, provided at point of purchase is labeling.

FDA advises that not all claims made for restaurant foods
are necescarily the type of claims that are covered by tha 1990
amendnents. For the sake of clarification, the agency effers the
following okservations. Statements such as "1lightly breaded,"

"light crust," or "light sauce" are not nutrient content claims

464
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covered by the 1990 amendments. Moreover, becaucae of the
importance of context, atatements such as "Light Fare," "Lite
Bites," or "Light Entrees" on a restaurant menu will not be C,m}
considered nutrient content claims,<;;;;IE;E_EEE_E§nu offers an ‘
explanation of the basis for the terms that make clear that they %
are not intended to characterize the level of a nutrient. For
example, a term such as "Lite Menu" followed by an asterisk
referring to a note that makes clear that in this restaurant {
npite Menu" means smaller portion sizes than the normal menu. '
would not be considered a nutrient content claim under section
403(r) of the act. In most cases, a prominently displayed
digclaimer or information that c¢learly explains the basis for the
~use of the term and doces not characterize the level of a nutrient
in the explanation will be sufficient to remove that use of the

term from the coverage of the 1990 amendments.

gimilarly, a restaurant may be able to use symbols next to
menu items where the symbols are clearly explained in terms that /Aybwwwd
would not subject the claim to the 1990 amendments. For example,
the use of a star symbol next to entrees, where the symbol is

explained in a footnote stating that these items are broiled with
no added oile instead of fried, would not be subject to the 1990

amendments.

Also, a menu may use symbols or make.reference to the M.

criteria of a health professional organization or acorediting

465
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group and explain that the entreec or meal is consistent with the
general dletary guidelines of that group and not be subject to

the 1990 amendments. For example, use of a heart symbol witﬁ !
reference to a note that explains that this entree is consistent {
with the dietary guidelines of the American Heart Association \
will be considered dietary guidance, and not a nutrient content }
or health claim subject to section 403(r), provided the

explanation does not characterize the level of a nutrient.

Finally, a restaurant may be able to devise menu items or !
complete meals that are formulated in complete accordance with (
the Dietary Guidelines for Americans (e.g., moderate calories,
less than 30% calories from fat, less than 10% calories from
saturated fat, emphasis on vegetables, fruits, and grain
products, moderate use of sugars and sodium, ete¢.). FDA
encourages such actions, because a meal, especially a restaurant
weal, represents a significant portion of the day’s consumption,
as compared to an individual food product. A restaurateur may
signal to customers that the meal is formulated in accordance
with Dictary Cuidelines and FDA will consider such signals to be
dietary guidance, and not nutrient content claims under the 1990
amendments. The agency will evaluate the validity of such claims Q:ji%fw A
on the basis of their being truthful and not misleading under |

- gection 403(a) of the act, However, if the restaurateur went on
to characterize the level of nutrients in the food, it would

subject the food and the claims for the food to the nutrient

4686
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content claim regime. When a rostaurant uses a defined term such
as "low calorie", or uses the term "light" without further

explanation, or uses a term or synbol that is explained in such a

| way that states or jmplles levels of nutrients in terms defined

by FDA, it must comply with FDA’s definitions of those terms.

How the restaurant demonstrates compliance with those

definitions 1ls a difficult matter. FDA recqgnizes that, as

% detailed in the comments, there are variations in the nutrient

1 values for restaurant foods. Some of these varlations are not
unigue to restaurants; manufacturers of packaged foods also have
to deal with differences in nutrient levels due to seasonal,
regional, and supplier variations. FDA has been able to develop
workable criteria that take into account these variations.
However, the agency acknowledges that there are variations unique
to restaurant foods (methods of preparation, ete.). Moreover,
FDA recognizas that there are difficult questions, as
demonstrated by the comments, as to how exactly to analyze

restaurant foods in a reasonable and cost effective manner.

While there are difficulties associated with restaurant
foods, FDA concludes that the difficulties are not 0 great as to
preclude restaurante from making claims or to prevent the agency
from being able to assure consumers that the nutrient content
claims that appear on restaurant foods reasonably reflect the

nutrient content of the food. Thue FDA ig providing in §
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101.13(p) (5) that a restaurant food may bear a nutrient content
claim if the restaurateur has a veasonable basis on which to
believe that the food that bears the claim meets the definition
for the clalm that FDA has established under section

403(r) (2) (B) (i) of the act. Thus, if a restaurateur labels a

fish dish as "low fat", he or she must have a reasonable basis

for believing that the product complies with FDA’5<§Eftn1tion for

flow fat," that is it contains less than 3 grams of fat per 100
grams. The reasonable basis can be provided in a number of ways.
The restaurateur can show, for example, that FDA'S guidelines on
nutrition labeling of seafood shows the fish te contain less than
3 grams of fat per 100 grams in the serving and the method of
cooking and other foods used in the main dish would not add fat.
In addition, the restaurateur could show that he or she relied on
a reliable cookbook that gave values for fat in the finished food
that were less than 3 grams per 100 grams, Certainly other
methods are possible. If a restaurateur usea recognized déta
bages for raw and processed foods to compute nutrient levels in
the foods or meals and then does not usa methods of preparation
that violate tha appropriate use of data bases (e.q., ‘
uncentrolled addition of ingredients, inappropriate substitutions
of ingredients, etc.), FDA will consider this to be a reascnable

basig for assuming that the fooed meets the criteria for a defined

nutrient content clainm. Uﬁbn'demand, the restaurateur will be jr?'
expected to present to appropriate regulatory officials A

information on the pertinent nutrient levels in the foods and the
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301 227 6777 10-15-92 04:36PM " POIT H50




'(IZT—15-1992 15:4@ FROM FDA-OFFICE OF EX. AFFRIRS TO 912427285775  P.1i2

R=94%

basls on which these levols were determined. In addition, the
firm must be prepared to provide reasonable assurance of
operational adherence to the reasonable basis c¢riteria, such as
recipes, types and amounta of ingredionte used, preparation
methods, etc, on which the claim is based. The agency will then
deternmine whether the basis of calculation reasonably supports

the restaurateur’s use of a nutrient content claim euch ag "low

calorie™ or "low fat".

This reasonable basis for nutrient content claims will
provide regulatory officials, especially state and local
authorities, with an effective standard for verifying that claims
made for restaurant-type foods are truthful and not misleadihg
and in accordance with FDA regulations., While nutrlent content
claims used in restaurants are under FDA’s jurisdiction, the

agency does not have resources to adequately enforce its 472”9Q/04L
regulations in restaurants. State and local authorities have

traditionally carried out this vesponsibility. In addition,

section 4 of the 1990 amendments provides that state and local

authorities may enforce gection 403(r) of the act in Federal

Court.

Although it has arrived at an approach that will provide for
nutrient content claims on restaurant foods on the date that
section 403(r)(2) will be applied, FDA does not consider the

problem of restaurant food to be solved. It is possible that
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there are other definitional criteria that are more appropriate
for restaurant foods than those that FDA has developed based
largely on packaged foods. Also, it may be that consumers have
completely difforont expectations for, and understanding of,
terms used for restaurant foods as compared to the same terms
used on packaged foods. If this is the case, a different
glossary of terms for use in restaurants may be appropriate.
However, at this time, the agency simply does not have the data
or knowledge on which to base such determinations. FDA is
working, and will continuwe to work, with the restaurant industry
to determine how terms are used on restaurant foods and whether
such terms are appropriate. For example, with FDA’s cooperation,
the National Restaurant Association has undertaken a survey of
industry use of nutrition information on wmenus and of consumer
knowledge, practices, expectations, and understanding of various
terms and symbols on restaurant menus. [SBentence will have to be
dropped if NRA does not come through.,] FDA is open to petitions
for different criteria for nutrient content claims for restaurant
foods and, if data warrant, the agancy will consider establishing

regulations specifically for restaurant foods.

FDA also recognizes that there are a number of significant
jasues concerning the adequacy of currently existing data hazes
for use to compute nutrient levels in restaurant meals. However,
the agency is workihg, and will continue to work, with the

restaurant industry to assess the adequacy of these data basas
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and to encourage the development of additional or newer data

where those data bases are found to be lacking.

In developlng more specific policies, FDA will also censider
whether restaurant foods should be afforded greater latit

the complianca criteria than the criteria that are currently f CéA
applied to nutrient variations in processed foods. FDA (4}L&Jm
regulations state that, for naturally occurring vitamins, :
minerals, and protein, the nutrient content must he at least 80

percent of the value declared and for calories, carbohydrate,

fat, and sodium the level must not exceed the declared value by

more than 20 percent. The agency recognizes that all data bases

have lnherent variabilities and a computed nutrient level for a

food with geveral ingredients may have an accumulated variability

that exceeds the agency’s criteria for packaged foods. FDA is

concerned about the accuracy of nutrient level estimations, but

pending the development of better data, the adency will accept,

as a reasonable basis, claims verification based on nutrient

levels from recognized nutrient data bases, without regard to the

computaed variability or to differences between the computed

nutrient levels and levels determined by laboratory analyses.

The agency is open to comments and suggestions on how nutrient

variability issues should be addressed for restaurant foods and

will continue to work with the industry on this issue.

§276. One comment etated that thae use of the terms "healthy" or
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"healthful” on meal-typo products is necessary for restaurants to
assist the consumer in identifying the choices that fit an eating
pattern consistent with general chronic disease prevention. This
comment further stated that diecqualifying lavels for fat,
gaturated fat, sodium and cholesterol should be set in order to

prevent inappropriate foods from bearing this descriptor.

As with the other issues invelving "healthy," the agency :
requests comments and information with respect to whether the
agency’s tentative definition of "healthy" is appropriate for if“u -
restaurant meals and main dishes. In order to consider whether
there should be separate provisions for the term "healthy" for
restaurants, the agency requests intormation on the extent to
which restaurant meals, wain dishes or individual foods provide
mere calories than do meal, main dish, or individual food

products in supermarkets. The agency also requests comments on

whether consumers would be confused by separate criteria.

#277. Several comments agreed that FDA has authority to require
nutrition labeling when nutrient content claims are made on
restaurant foods and stated that nutrition labeling should be
required on restaurant foods bearing claims, These comments
generally contended that restaurants should be required to féllow
the same nutrition labeling requirements as food manufacturers

wvhen nutrient content claims are made.
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Many comments expressed the opinien that FDA does not have
authority to require nutrition labeling when nutrient content
claims are made on restaurant foods, and stated that nutrition
labeling should not be reguirad on restaurant foods bearing
nutrient content claims. These comments generally contended that

since the act exempts restaurant foods from nutrition labeling,

— i ”""“""’/,’\
FDA should allow for the nutritien labeling of restaurant foods
/

on a voluntary basis, /

FDA finds nothing in the comments to persuade the agency to
adopt a position different from that stated in the general
principles proposal (56 FR 60427). The agency continues to M// &

believe that it has the authority to issue regulations requiring\
regtaurants that make nutrient content claims to adhere to the
requirements for such claims including nutrition labeling.
However, based on considerations discussad in the xesponse td the
previous comments, FDA has declded not to require nutrition

labeling at this time.

#278. A few comments stated that, if nutrition labeling were
required for restaurant foods bearing nutrient content clainms,
restaurants would not make such claims because restaurant foods
are not standardized, and it would be too costly to provide
accuratae nutrition information for these foods. The comments
also stated that mandatory nutrition labeling (when a claim is

made) would inhibit restaurants from making fregquent and more
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healthful menu changee.

Full putrition labeling provides the consumer with a way of
evaluating a claim within the nutriont context of the food or
meal and, therefore, is advantagsous in allowing more informed
comparisons. However, in the general principles proposal (56 FR
60427) the agency recognized the difficulty of providing
nutrition labeling for restaurant foods and asked for comment.
The comments have persuaded the agency that, at this time, a |
requirenent for full nutrition labeling could be a significant
barrier to the transfer of information about favorable
nutritional characteristics of restaurant foods. Therefore, FDA
is not requiring that full nutrition lapkeling be provided when a
nutrient content claim is made for restaurant foods. However,
the agency is adopting a slightly different approach to the
provision of nutrient information to the consumer, as explained
in the response to the next comment. The agency does, however,
encourage the voluntary provision of full nutrient information

for restaurant foods, even when claims are not made.

#279. Some comments stated that if nutrition labeling were
required for restaurant foods bearing a claim, restaurants could
utilize available nutrition software prograns and receognized
databasesa to provide the necessary information for thé nutrition
label. One comment stated that FDA should develop educational

materiale for rastaurants that explain their obligation not to
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make nutrient or health elaims on their menus without providing
nutrition labeling. A few comments stated that before requiring
mandatory nutrition labeling of restaurant foods bearing nutrient
content claims, a pilet ctudy should be done to determine the
cost and feasibility of such labeling, and that more study is

needed before the agency requires labeling on restaurant foods.

FDA believes that consumers should have information abkout

the nutrient content of restaurant foods for which nutrient

content clains are made. At a minimum, for example, if a meal is

Q)

characterized as being "low fat'" the consumer should know the /Y\U\/\]\A
i\

fat content of that meal. Therefore, the agency will require
that if a restaurateur claims that a meal is "low" or "high" in a
putrient or uses other defined nutrient content c¢laims, he or she
must be prepared to advise the consumer about the nutrient
amounts that are the basis for the claim, (e.g. “low fat", this
nmeal provides 10 grams of fat). For the interim, the agency will
consider that the provision of this limited amount of information
to consumers will serve as the functional equivalent of nutrition

labeling.

FDA agrees with the comments that educational programs and
further study will be helpful. However, the statutory timeframes
impesed on the agency by the 1950 amendments do not afford FDA
the luxury of deferring, until some future time, all rulemaking

on restaurant foods. The agency recognizes the limitations in
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the approanch it is taking and encourages the restaurant industry
to continue to work with FDA to devise a program that will
provide consumers with truthful and accurate nutrition
information, without at the camo time inhibiting the flow of such
information or the development of healthier foods. The agency
points out that the conduct of feasibility and consumer studies
in this area is more properly the responeibility of the regulated
industry, and that FDA is currently working with the industry teo

do guch studies.

#280. One comment stated that § 101.10 should be deleted hecauss
it would be outdated if nutrition labeling requirements are

imposed for restaurant foods bearing claims.

The agency agrees that § 101.10 is outdated and is revising
these provisions to reflect its determinations concerning
application of 403(r) of the act to restaurant foods. The agency
pelieves that information in § 101.10 was useful in advising
firms that wished to voluntarily declare full nutrition
information and revised § 101.10 will continue to provide this
advice, The new provisions reflect the agency’s determinations
about use of nutrient content and health claims on restaurant
foods through a reasonable basis determination of the nutrient
levels that qualify a food for a claim and the requirements for
the presentation of nutrition information to the consumer when a

nutrient content claim is made.
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#£281. Other comments addressed specific lssues of nutrition
labeling for restaurant foods, such as vhether the requirement
for nutrition labeling of restaurant foods should apply onlyAta
large restaurants with fixed menu iltems, and whether the content
or format of nutrition labeling should ke different for the

foodservice induetry than for packaged foods.

FDA will address these issues in its further deliberations
and in its continued interactions with the regulated industries.
The agency is likely to seek comment on a number of these isgsues

in the future.

VY. Petitions

In the general principles proposal (56 FR 60458), FDA
proposed to establish procedural regulations to govern the
submission, content, and agency raview of the three types of
petitions authorized by section 403(r)(4) of the act (i.e.,
petitions for nutrient content claims, for synonymous terms, and

for the use of an implied claim in a brand name). The agency
also proposed to redelegate to the Director and Deputy Director
of the Center for Food Safety and Applied Nutrition (CFSAN) all
of the functions of the Commissioner relating to'petitions for
label claims under sectlon 403(r) of the act involving non-

controversial issues. Further, the agency reiterated its interim
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