




















































































































1. How Much Information Sheuld be Disclosed?

An issue that arises in regulating health claims in advertising is
whether inclusion of a heaith claim in an advertisement should trigger a
requirement to disclose additional information in the advertisement, and, if
30, how broad such a requirement should be. Some have suggested that, if a
health claim is made, manufacturers be required to give equal emphasis to
the nutritional deficiencies of the food. This suggestion is based on the
concern that consumers may be misled by advertising that does not
adequately disclose nutritional weaknesses. There are certainly circumstances

7’
where health claims can be deceptive and where mandated disclosures in
advertising would be beneficial for consumers, but this issue requires careful
consideration. Excessive disclosure requirements could substantially raise the
cost of making any health claim. The higher cost could lead to fewer health
claims and a shift of competition away from health characteristics to other
aspects of food choices.

In analyzing these questions, the FDA may wish to consider the FTC's
experience requiring the disclosure of material information in advertisements.
In a 1973 decision involving nutritional claims for a food product, the
Commission determined that:

[A]n absolute claim for good nutrition may well be
objectionable for the reason that the advertisement
omits things that should be said. On the other hand, it
would be unrealistic to impose upon the advertiser the
heavy burden of nutritional education, especially with
respect to radio and TV commercials which in many
cases are shorter than 30 seconds and seldom as long as
60 seconds. Therefore, we should not attempt to
establish an overly restrictive standard of general
application in this regard. To do so would be
tantamount to a d¢ facto bamn on all nutritional
advertising through the radio and TV media. In the
final analysis, the question whether an advertisement

requires affirmative disclosure would depend on the
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nature and extent of the nutritional c¢laim made in the
advertisement. 38

Subsequent Commission decisions have also recognized that extensive
disclosure requirements can raise the costs and burdens on communication
and very possibly result in net harm to consumers.?® Commission cases
requiring disclosures of additional information look closely at the facts
surrounding the matters at hand. including the specific expressed or implied
claims made, as well as the injury that may result if the information is not
disclosed. >

In fashioning regulations to ensure that health claim information is
neither deceptively nor unfairly incomplete, we believe it is important to
recognize that, under many market con_dit‘ions. competition concerning a
"desirable” product attribute may increase competition concerning other

attributes of the product as producers are induced to highlight their

3 [TT Continental Baking Co., 83 F.T.C. 865, 965 (1973); appeal
dismissed, S15 F. 2d 367 (D.C. Cir. 1975).

¥ Ipnternational Harvester, 104 F.T.C. 949, 1060 (1984); appeal
dismissed, No. 85-1111 (D.C. Cir. 1985).

30 Thus, Commission actions dealing with deceptive omissions often
deal with cases in which a seller fails to disclose qualifying information
necessary to prevent an affirmative statement from creating a misieading
impression. Similarly, under the FTC Act it can be deceptive for a seller to
remain silent under circumstances that constitute an implied but false
representation. Such implied representations may take several forms. They
may arise from the physical appearance of the product, from the
circumstances of a specific transaction, or from ordinary consumer
expectations as to the irreducible minimum performance standards of a
particular class of good. (International Harvester, supra note 29, at 1057-
58.) Finally, even absent an express or implied representation, the FTC Act
requires further disclosures in situations in which the failure to do so is
likely to cause substantial consumer injury that is not outweighed by
benefits to consumers or competition and that could not be reasonably
avoided. (1d. at 1060-61.) In applying each of these standards, the
Commission must necessarily analyze the facts surrounding the cass, ¢,
whether express or implied representations have been made or whether
substantial consumer injury has occurred.
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product’s features3! The cercal study ‘in‘dicatcs that despite the focus on
the health benefits of fiber (a good health feature), cereals changed in other
dimensions as well during the health claims period. The average levels of
sodium and fat in high-fiber cercals (both bad health features) continued to
fall throughout the health claims period as these and other health dimensions
became the focus of competition among sellers of high-fiber cereals.’?

While competitive pressures tend to increase information in many cases,
deception will sometimes occur. In these cases, enforcement against f[irms
whose claims are deceptively or wunfairly incomplete has been used
successfully by the FTC to deter deception without reducing the flow of

truthful diet-health information unnecessarily.

2 Preapproval of Health Claims

It has been suggested that all health claims should be preapproved or
that only a narrow set of standardized hezlth messages should be used by
producers.- A policy that requires preapproval of label claims or the use of
standardized language may ultimately decrease the diversity of messages that

appear and slow the spread of health messages, making the policies

31 See, ¢g. Grossman, The Informatioral Role of Warranties and

Private Disclosure about Product OQuality, 24 J. L. & Econ. 461 (1981);
Ippolito & Mathios, supra note 3, at 22-24.

32 Similarly, in the markets for cooking oils and margarines, where
*no cholesterol” claims have been prominent, the improved understanding of
the role of saturated fat in health is leading to considerable advertising of
the saturated fat content of the products and of the role saturated fat may
play in determining serum cholesterol levels. See, for instance, recent
advertisements for Puritan Oil (Newsweek, Oct. 9, 1989, at S-22), Promise
Extra Light 40% Vegetable Oil Spread (Better Homes and Gardens. July 1989,
at 135); Pam Cooking Spray (Good Housckeeping., June 1989, at 199), and
Fleischmann's Margarine and Corn Oil Spread (Bgtter Homes & Gsrdens, July
1989, at 121).
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governing health claims less cl‘fcctiw»:‘ in getting truthful diet-health
information to the public.

Information that is repetitive or uniform may be less likely to be
noticed or acted on by consumers.®® Changes in wording and emphasis can
often be important in keeping a message fresh and prominent. Creative
approaches to conveying dict-health relationships can also be important in
getting health information to various segments of the population3* The
very reason for permitting health claim messages could be weakened or
defeated if messages become so repetitive as to be of little interest to
consumers. Similarly, preapproval could delay or hamper efforts by food
manufacturers to tailor their labels to reflect the particular characteristics
of their products, which could diminish their incentives to compete by
improving the health characteristics of their products.

Scientific understanding of diet-health relationships is constantly
changing. The regulatory system should incorporate new learning and
require labeling claims to be substantiated by the best scientific evidence
available when the claims are made. Government preclearance of claims or

standardized language for claims, which are more rigid and cumbersome

33 This was the case in the single mandated health warning in
cigarette advertising. See FTC, Burcau of Consumer Protection Staff Report
On The Cigarette Advertising Investigation at 4-12 (1981). In addition, the

currently required disclosure that cholesterol content information “is
provided for individuals who on advice of a physician are modifying their
dietary intake of fat,” 21 C.F.R. § 101.25(d), may diminish the attention
given to this information by ordinary consumers who are not under a
doctor’s care.

M For instance. it may take different tybes of messages to reach

different age groups within the population effectively, especially when
dealing with the long term effects of diet.
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regulatory approaches, may diminish the effectiveness of truthful health

clsims unnecessarily.

3. Coaclusios

Our perspective on health claim issues has been shaped by our
experience in regulating heaith claims in food advertising, as well as our
long history of regulating other types of scientific claims in advertising and
labeling. We recognize that health claims on food labels may raise different
issues than health claims in advertising. Consumers’ evaluation of and
confidence in health claims made in advertisements may differ from claims
made on food labels. In addition, the cost of required disclosures m?,y vary
depending on the type of advertisement (¢.g., print, TV or radio) or the size
of the food product (g.g.. large cereal boxes versus canned goods).

Despite the clear diﬁ'ércnces between advertisements and labels, the
fundamental features of health claims that shape our judgment of the best
policy for advertising also appear to be important to labeling policies. First,
truthfut, nondeceptive information about the diet-health relationship is
potentially very valuable to consumers. There is considerable evidence that
many consumers do not know even the most well-established diet-health
relationships. Federal regulatory policies should be designed to encourage
the provision of such information. Second, scientific understanding of diet-
health issues and food technology are changing. The regulatory construct
governing diet-health claims should be able to encompass these changes.
Deceptive claims cause consumer injury. But withholding infprrnation from
consumers where there is a substantial scientific basis for it, but where a

scientific consensus has not been reached, can also cause consumer harm.



We believe prudent regulatory policy should balance the poteatial for
consumer harm of either type.

These concerns lead us to recommend that the FDA consider a flexible
policy towards health claims on labels. Such a standard can be effectively
implemented and can deter deceptive claims without unduly reducing truthful

diet-health information that consumers could use to improve the

healthfulness of their diets.

I lDENTITY STANDARDS
A. Introduction

In its request for comments, the FDA asks whether the current method
of naming foods should be changed. Specifically, the agency requests
comments on whether food identity standards have continuing value in the
1990s and, il not, should efforts be made to replace them with a "common”
or usual name standard.

As discussed below, rigid identity standards (or “recipe standards®) can
discoﬁragc desirable product innovation and indirectly inhibit manufacturers’
ability to modify foods to address current health concerns, limiting consumer
choice. Moreover, such standards would appear to be expensive to
administer in markets where costs, preferences, and scientific information-
are changing.

For thcsc-rcasons. the FDA might consider replacing the current rigid
identity standard approach. One alternative system the FDA could consider
would be less rigid common or usual name standards in conjunction with
mandatory content disclosure. Such a system could encourage valuable
product variety and innovation by making it less costly for producers to
market new products that respond to consumers' demands for healthier foods.
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B. Costs and Benefits of Rigid Food Standards

A recipe standard prescribes that certain ingredients in minimum or
maximum proportions be present in a named product, includes a list of
optional ingredients, and may also prescribe the way in which the ingredients
may be manufactured and combined.3® A product may be sold under the
name designated by the identity standard if, and only if, it conforms to the

standard.3® A food that is similar to a standardized food and is

3% Some standards require very specific ingredients in the product
with few options allowed. Other, more recent standards are less specific
(and thus less constraining) about ecach of the ingredients of a defined food.
Since about 1965, the FDA has used a "safe and suitable” standard for
optional ingredients in foods. For example, the standard for frozea raw
breaded shrimp allowed for the use of "safe and suitable® ingredients in
major parts of the product, such as the batter and breading. Relative to
rigid identity standards, such standards allow manufacturers flexibility with

respect to new ingredients. Sce Vallowe, [nforming Consumers of the
Existence and Significance of Food and Drug Administration Food Standards

n
of Identity, 38 Food Drug Cosm. L.J. 256 260 (1983), R. Schaffner, The
V V ! -

v er ivg, in Critical Food Issues of the Eighties, 191-96,

(M. Chou & D. Harmon, eds. 1979). The FDA has been altering existing
identity standards to incorporate the more flexible "safe and suitable”
standard for optional ingredients. See for example, Cheeses: Amendment of
Standards of Identity to Permit Use of Antimycotics on the Exterior of Bulk
Cheeses During Curing and Aging and to Update the Formats of Several
Standards, 54 Fed. Reg. 32,050-59 (1989). In addition, the rcgulations for
“common or usual names” devised in 1972, allow somewhat more flexibility in
the use of a name so long as the name is accurate, simple, direct, and
nonconfusing. The common names process allows the FDA to follow the
procedures for notice and comment rulemaking rather than the more costly
and time-consuming procedures associated with formal rulemaking. Se¢e 21
C.F.R. § 102-5 (1988). Therefore, changes in standards for foods falling
under common or usual names rules may wcll be less onerous. See R. Merrill
& E. Collier,

W}__Q_u_dm 74 Colum. L.R. 561, 613-14 (1974),

38 gee section 403(g) of the Federal Food, Drug and Cosmetic Act of
1938. Even if a food is nutritionally superior to the defined food, it cannot
be labelled as the defined food. For example, for many years prior to the
passage of the Act, Quaker Oats had marketed a product named “"Quaker
Farina Wheat Cerecal Eariched With Vitamin D." In 1938, the FDA adopted
two standards: “plain farina®" and "enriched farina.® Neither standard
allowed for the addition of vitamin D. Quaker's product did not conform to
either standard and its production and sale were prohibited (despite the fact
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nutritionally inferior to that food must prominently contain the word
“imitation® immediately preceding the name of the food. A food that is
similar to 8 standardized food but is nutritionally equal or superior to that
food neced not use the term “imitation,” which may carry negative

connotations, but must clearly distinguish itself from the standardized

food.’T

1. Rationales for Identity Staandards
Recipe standards appear to have been motivated by three concerns.

"33 It was

The main concern was with deceptive "economic adulteration.
feared that unregulated producers would substitute new and cheaper
ingredients in traditional foods, and pass them off as traditional staples to

unsuspecting consumers.3® A second, related concern was that producers

might add new ingredients to traditional products and that these products

that its product was wholesome and truthfully labeled), because it purported
-, to be enriched farina. Quaker appealed all the way to the Supreme Court

‘and lost. Federal Securitv Administrator v, Quaker Qats Co,, 318 US. 218
(1943). This case was seen as an extension of Congressional intent to avoid
not only economic debasement but also to protect against even whoiesome
additions to defined foods. See Vallowe, supra note 35, at 258.

37 See Grocerv Manufacturers of America, Inc v, Gerace, 755 F.2d
993, 997-98 (1985) and 21 C.F.R. § 101.3(e), 102.5, 102.23. This is one of

the most confusing areas of current law concerning standards enforcement.
A food that is a substitute for a standardized food and is not nutritionally
inferior to that food may not be able to use the name of the standardized
food if the substitute does not contain the full complement of the
"characterizing ingredient® (gc.g., peanuts in peanut butter or milkfat in
cheese).

33 For an account of some "adulteration” problems encountered in the

early part of this century, se¢ Alsberg, Economic Aspects of Adulteration
and Imitation, Q. J. Econ. 1 (Nov. 1931).

3% Austern, The F-O-R-M-U-L-A-T-I-O-N___of Mandatory _ Food
Standards, 26(9) Food Drug Cosm. L. J. 380-82 (1971) and passim. (reprinted
from the December 1947 issue).
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might ultimately prove to be unsal‘c.' c;cn if the producers were not
attempting to pass off their products as something they were not.* The
third concern was that producers would add insignificant amounts of
nutrients or other seemingiy desirable ingredients and then exaggerate their
importance and deceive consumers int0 paying premium prices greatly
exceeding the value of the extra ingredients.* The second and third risks
appear to have been greatly diminished due to changes in the law. Concerns
about food safety are now largely handled by subsequent amendments to the
Pure. Food and Drug Act.*? As to concerns regarding deceptive and
misleading labeling and advertising, they are now addressed by the FDA, FTC
and USDA regulations (1) requiring ingredicni disclosure and (2) dealing
directly with false and deceptive claims. Thus, the primary rationale for
identity standards at this time appears to be a coﬁccrn zhag "economic

adulteration” would cause substantial consumer injury without the standards.

¥ Merrill and Collier points out that although Congress conceived of
food standards primarily as a means of combating economic adulteration, in
practice “it is difficult to distinguish sharply between pocketbook and heaith
interests of consumers.” (Merrill & Collier, supra note 35, at 564).

1 1d, at 597-99.

42 Whatever was true in the past, risks to public safety no longer
provide a compelling rationale for recipe standards. In 1958, Congress
amended the Pure Food and Drug Act to require manufacturers to obtain
prior approval for all food additives, whether for standardized or
nonstandardized foods ([d. at 600). The only remaining potential safety gain
from the use of recipe standards is in limiting the use of ingredients which
are safe when consumed in moderation, but which pose a health risk to some
consumers when consumed in large amounts (e.g., such concerns have been
raised recently regarding certain fiber products and various substitutes for
dairy and animal fats).



2. Benefits of Identity Standards

Currently, the major benefits of recipe standards appear to be that
they save consumers the time and effort it takes to learn how to use the
information disclosed and the time it takes to read and compare disclosures.
Recipe standards can also climinate “undesirable” (oods (those that
knowledgeable consumers would not buy) when it is difficult or expensive for
consumers to become knowledgeable. Recipe standards work best when
consumer tastes are known and vary little. For example, if no consumer
would knowingly buy a peanut butter with less than 90 percent peanuts, then
a standard that mandates a minimum peanut content of 90 percent would
save consumers the time and trouble it would take to compare labels across
brands to avoid such peanut butter. However, since tastes vary, a recipe
standard will not provide the flexibility necessary to meet those variations.
For example, the 90 percent peanut butter standard would bar sellers of a
product that was 80 percent peanuts from calling it peanut butter. If
consumers would value such products because they are similar in taste and
texture to traditional peanut butter, yet less expensive or hcaithicr, the
recipe standard could substantially raise the cost of marketing such products
because producers would have to promote the product under a new name that
consﬁmcrs would not be familiar with,

In sum, the main benefit of food identity standards is that they could
protect consum-ers from buying products that they would not have purchased
had they been fully informed about the characteristics of the product.
Identity standards can also economize on shopping costs and producers’
marketing costs for products for which consumers’ tastes are known or vary

little. These benefits of standards are likely to be most significant in those



instances where consumers cannot j;.xdgc product quality at low cost.*> For
example, where competing food producers cannot credibly inform consumers
of the quality of their products, there may not be sufficient information to
assure appropriate quality.*¢

This lack of appropriate information could be remedied through the use
of 1identity standards or by rcquir‘ing disclosures. These two solutions,
however, work through very different means. Identity standards simply
disallow variation under the name. Disclosure requirements provide
information to allow consumers to choose their preferred product

7
characteristics.

3. Costs of Identity Standards

The major costs of recipe standards appear to be that: (1) they may
decrease or retard desirable product innovation, limit consumer choice, and
inhibit consumers’ ability to improve their diets; and (2) they may be
expensive to change and to administer, particularly in markets where costs,

preferences, and scientific information are changing.

S Information problems are most likely for expensive or infrequently
purchased products, but most food products would not fit in those categories.
Consumers can purchase most food products at low cost, and if they can
judge the quality once they try it, are unlikely to repurchase the product if
it is of low quality. Because introducing a new food product usually
requires substantial introductory costs for producers, this quick consumer
reaction is likely to make quality adulteration unprofitable for most food
products where consumers can judge quality after purchase.

4 The root cause of the problem is that consumers lack full
information about the characteristics of the product. If they were fully
informed, they would be able to choose the preferred quality products and
economic adulteration could not exist.



a. Decreased Product [nnovation

Recipe standards may reduce innovation and retard the rate at which
innovations are introduced.‘®* When a recipe standard applies, a firm that
has found a new and lower cost way to manufacture an equally nutritious
product covered by a recipe standard cannot market it under the common
pame until the old standard has been amended or revoked, or 2 new one
promulgated. This may entail a2 long and arduous process, especially if the
effort is opposed by other industry members.*® Ice cream manufacturers, for
example, who sought to amend the recipe to allow nondairy substitutes for

milk (casein) in ice cream were opposed by the Dairy Association.?

48 See Merrill and Collier, sypra note. 35, at 602-03, 607-08; Goldby,

Ibg E”;;I; Q‘ gigvg[nmgm EQ“Q];ﬁ on I;Qh[“gal |anV3“Qn 1n ;hg EQQQ
Industry: An Induystrv Per-pective, in Critical Food Issues of the Eighties,

197-215, M. Chou and D. Harmon, eds. (1979); Henry, The Future of
Engineered Foods, in Critical Food Issues of the Eighties, at 216-221 M
Chou and D. Harmon (1979); and National Research Council, Designing Foods,
National Academy Press, at 105-106 (1988).

46 Being forced to use uncommon names is of concern because
firms and consumer groups believe that it is much more costly to market
products under novel, uncommon, or pejorative names than to market them
under the name of the common food. In a recent debate about the fat
content of ice cream and standards, a collection of consumer and health
research groups, led by Public Voice, asked for a change in the rules to
allow products with four to six percent milkfat that are currently called "ice
milk® to be called "light ice cream”. These groups and the International Ice
Cream Association argued that products bearing the name "ice milk" were too
difficult to promote. S¢¢ Sugarman, The Future of Ice Milk: What's in 3
Name? Washington Post, July 6, 1988, at E-1. A similar argument was made
by the American Meat Institute (AMI) regarding the use of uncommon
names for cooked sausages. Firms could have marketed the lower fat, higher
water content products under names such as “"imitation frank® or “beef,
water, and isolated soy protein product." The American Meat Institute (AMI)
noted that "such nomenclature is unreasonably burdensome and has acted to
inhibit the marketing and sale of new, innovative products.” U.S. Dep't. of

Agriculture, Standard for Frankfurters and Similar Cooked Sausage, 5! Fed.
Reg. 42,239 (1986).

47 Ice Cream Dairvmen Imoeriled by FDA's Recipe, 197 Science 844-45
(1977); ERDA_Backs Down on Protein Substitutes in Ice Cream Formula, Wall
St. J., Dec. 19, 1977, at 3; M. Burros, I¢¢ Cream Todav is not the Kind that
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Ingredient producers may have a vested interest not only in preserving
existing standards, but in creating new standards that require the use of
their ingredients. For cxamplie. the Dairy Association has unsuccessfully
petitioned to amend the pizza standard to require real as opposed to
imitation cheese in frozen pizzas.*®

The innovation-inhibiting potential of recipe standards could also have
an effect on development of (ats and oils substitutes. Several firms (most
notably Procter & Gamble and Nutrasweet) have developed products
("Olestra® and "Simplesse” respectively) that may serve as fat substitutes in
various products.*® If approved for safety, these products hold pro;nise for
being useful additions to many foods as substitutes for forms of f’at that
people are advised to avoid.’® However, while the FDA may allow these
products to be introduced as ingredients under the "safe and suitable"
standard in some foods, many of the recipe standards would require compiex
and time consuming modifications before the ingredients could be included in
those foods. For example, adding a fat substitute to dairy products (which

are required to maintain high milkfat content in the identity standards)

would likely require that the new product be given a new name distinct from

Mother Used to Make, Washington Post, Aug. 11, 1977, at E-l6.

4 US. General Accounting Office, Frozen Pizza Cheese-

Reoresentative of Broader Food Labeling Issucs, (GAO/RCED-88-70, 1988).

¥ A Swasy, PG Fat Substitute Moves Sluggishly Toward Market,
Wall St. J, April 24, 1989, at B-1; Gillis, Eat Substitutes Create New [ssyes,
65 J. Am. Oil Chemists Soc. 1708-12 (1988).

8 Some commentators have expressed safety concerns regarding
Olestra, and possibly Simplesse, in part, due to the relatively large quantity
of these substances that might ultimately become part of the diet. We take
no position regarding the safety issues involved.
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the food’'s usual name or use the ncgativcly perceived term “imitation® on
the labelL®?
8. Expense of Administration
Identity standards may also impose a significant burden on
regulators.  Generally, use of recipe standards requires that regulators
decide: (1) which food characteristics are desirable; (2) how such
characteristics should be traded off against each other or against undesirable
characteristics (¢.g., fat may taste good and provide nutrition, but too much
fat may raise health concerns); and (3) how all characteristics should be
traded off against money (fat is cheap in some meat products, but it is
expensive in some dairy products). Moreover, because consumer tastes vary,
the regulator’s decision effectively may determine which consumer tastes
ultimately are satisfied and which are not. A standard setter will generally
be forced to adopt an arbitrary, "bright line" standard such as "ice cream
can contain no less than 10 percent milkfat." Because of the added cost of
marketing products under unfamiliar names, this process may limit product
diversity and consumer choice. More importantly, as ingredient prices,
technology, and preferences change, the standard setter must reevaluate all
these decisions.
Government standards often require new rulemaking proceedings each
time the "bright line®” must be iltered due to product innovation, changes in

consumer preferences, or changes in scientific knowledge. The cost of

51 See Gillis, sypra note 49 at 1710 (citing F. Edward Scarborough of
the FDA’s Office of Nutrition and Food Science).
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promulgating or changing recipe standards may be large both for the
taxpayer and for the firms involved.’?

There are many instances where the proceedings to establish or alter
standards have taken many years, as typified by the standards for peanut

butter,’® soft drinks and frozen desserts.®*  While stark examples of the

§2 A GAO report has noted that “once a regulation is set, changing it
is an arduous task that regulatory agencies try to avoid.” Sge U.S. General
Accounting Office, supra note 48, at 39. One means of avoiding the longest
lags in the standards process is to obtain a temporary permit which allows
initial market testing of a suitably labelled alternative product. This was
recently done for light sour cream in May 1989 after the product had been
scized by the FDA in November 1988 for not meeting the sour cream
standard for milkfat content. Seec Food Chemical News, Nov. 28, 1983, at 24;

re; Food Chemical
News, Feb. 13, 1989, at 4, 6. The FDA also recently provided a temporary
marketing permit for reduced fat "light" eggnog which did not meet the
standards for six percent milkfat content. Sgg 54 Fed. Reg. 35,725 (1989).
Similarly, a temporary permit for “light ice cream" was recently issued (54
Fed. Reg. 47,829 (1989)). This temporary permit process has apparently
become more popular in recent years, with seven temporary permits issued in
1988 and 15 issued in 1987 (mostly for canned salmon). S¢g Food Chemical
News, Feb. 13, 1989, at 6; Food Chemical News, Feb. i5, 1988, at 6.

83 In 1958 Procter & Gamble (P&G) began to market a new peanut
butter called "Jif." Unlike the two leading peanut butter brands of the time,
"Skippy® and “Peter Pan,” Jif contained a blend of hydrogenated nonpeanut
oil in addition to peanut oil. The new mixture made Jif highly smooth and
spreadable, and P&G hoped this innovation would attract a large market
share. Though there was little, if any, evidence of complaints about diluted
peanut butter prior to the FDA promulgation of the identity standard, in
1959 the FDA proposed a recipe standard for peanut butter. The proposed
standard would have precluded the marketing of Jif under the name "peanut
butter.” A legal battle involving the threc major manufacturers and the FDA
ensued. The case ended in a victory for P&G 1l years later; under the new
identity standard Jif was peanut butter, but Skippy and Peter Pan were not.
The two leading firms had to reformulate their products. Merrill & Collier,
supra note 35, at 585-91.

$4  Merrill and Collier report that it required 24 years to alter the
softdrink standards, 19 years to alter the frozen dessert standards, and 22
months to add a safe ingredient to a standardized food that could have been
added to any nonstandardized food without & review. [d, at 608-09. More
recently, the USDA’s amendment of the standard for cooked sausages took
three and a half years (October 31, 1984 to April 14, 1988) from petition to
the planned effective date of the final rule. Recent alterations in the
cheese standards to allow “safe and suitable® antimycotics on the exterior of
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difficulty in setting rigid food identity standards exist, it appears that the
process is also difficult even in more routine cases.’® At the end of 1988,
36 (ood standards proposals were pending at the FDA, compared to 33 the
previous year and 31 at the end of 1986. During 1958. the food industry
filed nine additional proposals for changes in standards. During 1988,
reportedly only one food standard amendment became effective -- that

providing for optional use of water buffalo milk in mozzarella cheese.’¢

C. Policy Alternatives

Identity standards can inhibit product innovation, but changiag them
frequently cnough to avoid this effect is likely to impose significant
administrative costs on FDA. There may be alternatives to the identity
standards system that provide most, if not all, of the benefits of standards
while avoiding these costs. Some of these ilternatives are discussed below.
While we have not attempted a compiete anilysis of the various alternatives
to rigid identity standards, we identify some of the major benefits and costs

of some of the leading alternatives.

bulk cheeses will have required nearly four years barring further delay
(December 18, 1985 to October 3, 1989).

8 Sce Food Standards Called 'Dead as 3 Doornail’ by Ronk, Food
Chemical News, Dec. 5, 1988, at 24. (Mr. Ronk is Deputy Director of FDA's
Center for Food Safety and Applied Nutrition).

% sec Food Standards Box Score: Raw Milk Ban s Only ]987
Amendment, Food Chemical News, Feb. 15, 1988 at 3-10; Food Standards Box
Score: FDA Interest Appears to Lag, Food Chemical News, Feb. 13, 1989, at

3-10. Although the identity standards process had been quite slow, the
FDA's process to declare direct and indirect food additives and ingredients
"generally recognized as safe” (GRAS) has speeded up, with 23 GRAS [indings
issued in 1988 compared to 6 in 1987. S¢e2 GRAS Review Box Score: FDA

GRAS Affirmation Action Quickens, Food Chemical News, Jan. 30, 1989, at 3-
13.
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1.  Beaeflits and Costs of Dlstlo:drc.Requlnnenu

One lltern:;ive to identity standards would be mandated disclosure of
product conteat.  Mandated disclosure directly addresses the consumer
information problem, and potentially could achieve most of the benefits
available through rigid identity standards, at perhaps significantly less
cost.8” When compared with a recipe standard, mandatory disclosure may
particularly benefit those consumers who value diversity and whose
preferences differ from those chosen by the standard setter. In addition,
disclosure would facilitate comparison of ingredient and nutrienat content
across various brand4s and products; disclosures may, thcrcfor:,’l‘bc of
significant value to those consumers who wish to comparison shop for
"healthier” foods. Finally, mandatory disclosures would not retard
appropriate innovation and appear to entail lower administrative costs.

Mandatory disclosure also may permit greater product variation than do
rigid identity standards. For example, an identity standard that sets a
minimum milkfat content of 50 percent for cheese disallows all variation
below that level. If informed consumers would purchase cheeses with less
fat (because they help lower fat intake, taste better, or are less expensive),
the standard will deter such choice. An approach based on disclosure would

not only allow those consumers to purchase the cheese of their choice under

87 We note that mandated disclosure could either cover all product
ingredients or could be more limited in nature. For example, the disclosure
might require that the percentage of the "characterizing ingredient(s)® in the
traditional food be disclosed clearly on the label. In the case of ice cream
made with safe milkfat substitutes, for instance, this approach could require
that the manufacrurer state that the (ood contains "0 percent milkfat and x
percent milkfat substitute.” This would help to maintain the integrity of the
traditional name, without foreclosing the use of alternative ingredients.
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the common name, but wouid also inform concerncd consumers of the fat

content of the product.

Consumers may well place a substantial value on the variation that
disclosure could provide under the common name. Our previous example of
*ice milk" indicates ihat prﬁduccrs and consumer groups believed that many
consumers would prefer to purchase lower fat “"ice creams” under the
common name. However, the rigid identity standard requires manufacturers,
who attempt to mect consumérs’ desire, to use less desirable names, suchk as
ice milk.

Disclosure is not free from cost. The major costs appear to be the
foregone benefits of whatever messages would have appeared in their stead,
the costs of altering current labels, and the increased search required by
consumers who previously r =d on standards and who would have to become
more attentive to the particulars of labels. Of these three costs, the most
important may be the increase in consumer search costs. That is, consumers
who (1) relied either explicitly or implicitly on standards to set minimum
levels of product characteristics and who (2) would not find it preferable to
search to obtain products or brands that better matched their preferences,
will nevertheless have to bear additional search costs as a result of a move
away from identity standards or will have to purchase products that suit
them less well. Consumers would have to educate themselves to use the
disclosed information (g.g., they have to know how to relate nutrient content
to health).® The added time and effort required to read and understand

content disclosure may be significant for some consumers. We have no data

88 It may also be physically difficult to make the disclosure as in the
case of foods in small packages.
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on the magnitude of aggregate disclosure costs, but recognize that they may

be significant.

2, Other Alternatives

The extremes of minimal mandatory disclosure alone or rigid identity
standards are not the only policy alternatives available to the FDA. One
alternative approach would be the less rigid name regulations (g.g£, common
or wusual names regulation) in conjunction with mandatory content
disclosure.%® Common name regulation would allow more leeway in
identifying modified foods without requiring pejorative title names or major
modifications to rigid standards. ,

Another alternative remedy would Sc io give producers the option of
cither meeting any revised recipe standard, or making a clear and
conspicuous disclosure of content. Makers of products that conform to the
standard would not have to make the disclosure. Firms that choose to
depart from the standard could make nonconforming products if they made
the disclosure. If nonconforming products under the common name could be
conspicuously marked as such, consumers who wish to rely on identity
standards to insure a minimum quality level would not have to incur the
search costs.

Although perhaps appropriate at the time adopted, the current system

of identity standards may have become an imperfect way to address any

89 For example, manufacturers might be required to list major and
minor ingredients and identify the percentage by weight of major
ingredients. S¢e. ¢.g,, Center for Science in the Public Interest, Food
Labeling Chaos: The Case for Reform 34 (1989). Alternatively, for
standardized or common foods, manufacturers might be required to list the
percentage of the characterizing ingredient on the label. In either case, the
product could use the "common” name -- for example, ice cream.
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existing consumer information problems about the quality and content of
food products. There are a number of Qquestions that need to be addressed
before it cam be determined whether it would be better to eliminate the
identity standards, to use only common name regulation, to mandate various
content disclosures, to rely on vigorous competition combined with effective
enforcement of strictures against unfair or deceptive advertising or labels. or
to use some combination of these options. Answers to the f{ollowing
questions would help policy makers assess the alternatives and would provide
information to determine whether and how the existing system might be
usefully altered.

(1) Is there evidence that significant. market failures have occurred
for foods not regulated by rigid identity standards (Lg., is there
evidence of quality erosion in foods regulated under common or
usual names or under other regulations)?

(2) Is there evidence concerning consumer shopping cost savings from
the use of standards? Alternatively, is there evidence suggesting
how much shopping costs (or producer marketing costs) would
increase under alternatives to rigid identity standards?

(3) What do consumers assume about the characteristics o food
products that do not disclose their nutrient value or content? If
a2 prnoduct makes no disclosure, do consumers assume it is not
“good" on the undisclosed dimensions?

(4) Is there evidence suggesting that the current rigid standards have
deterred significant product innovations? If such deterrence is
currently occurring, would "common or usual name” and "safe and

suitable” ingredient regulations limit that problem?
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(5) Is there evidence of the time and money costs to firms and the
government of enforcing, administering and changing the existing
system of identity standards? How would these costs be likely to

change under the aiternatives to the existing system?

IV. NUTRITION LABELING

Science has changed .ignificantly since food labeling regulations were
first promulgated. Two major diet and health reports, the National Research
Council's Diet & Health Report (1989) and the Surgeon General's Reoort on
Nutrition and Health (1988), have documented a large body of evidence

linking certain nutrients to prevention of_ chronic diseases. For example,
these reviews have concluded that cholcsfefol and saturated fat play a
significant role in the development of heart disease, and that high-fiber,
low-fat diets may reduce the risk of cancer. Present food labeling
regulations, however, do not require cholesterol, saturated fat, or fiber
disclosures, unless health claims or claims regarding these nutrients are
made. Inclusion of these constituents on the label is at present optional and
many food companies with products high in cholesterol, high in saturated
fat, or low in fiber do not label or disclose the amounts of these substances
voluntarily. This suggests that if the FDA were to continue to require some
form of nutrition labeling, it should reconsider the eclements that are
mandated.

We also encourage the FDA to continue its review of available evidence
(and, if necessary, to develop additional evidence) to determine what
consumers :now, what they want to know, whether labels are effective in
getting information to consumers, the likely or potential costs of labeling
and of alternatives to labeling, and how the present system might be
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improved in communicating nutritiom information to consumers. Without this
evidence, changes in the food labeling rcghlations could prove to be of
limited or no value and could harm consumers relative to existing
regulations. We would like to assist the FDA in its efforts in any way we
can, including assisting in designing consumer surveys.

At present, there is survey cvidence suggesting that consumers use
nutrition labeling. For instance, two recent consumer surveys, one published
by the Food Marketing Institute in early 1989 (hereinafter cited as EMI
survey) and the other published by the National Food Processors Association
in November 1989 (hereinafter cited as NFPA survev) provide data regarding
consumer use of and attitudes towards nutrition and ingredient labcls.‘Ao The
FMI survey found that about 91 percent of the respondents read labels for
nutrition information and about 92 percent read labels for ingredients
information. The NFPA survey found that 44 percent of respondents always
read ingredient labeling when first purchasing a product and 36 percent
sometimes read the label. - The survey also found that 15 percent always
referred to ingredient labels on subsequent purchases and 44 percent
sometimes read the label on subsequent purchases. ‘The FMI survey also
found that only a small percentage (8-9 percent) of respondents never read
labels for nutrition, ingredients, or expiration daics. The most common
reason (40 percent) for not reading labels is "don’t have time." Other major
reasons for never reading include “already know the information® (26
percent) and "not interested” (16 percent). Only 4 percent of respondents

said that they do not understand labels.®!

80 We are not sure of the potential bias in responses arising from
the possibility that consumers may not want to confess to not reading labels.

81 FMI survey, sypra, at 41.
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Of those respondents who rcad.lab\cls. the FMI survey reports that over
40 perceat felt that label information is insufficient. The most common
suggested improvements were:

hd Clearer explanations/easier to understand (25 percent).

. More information on calories (24 perccm).-

. Salt/sodium content (21 percent).

¢ Saturated fat/fat information (18 percent).®?

A. Permit Manufacturers to Volunteer Nutritioa Information

Information regarding the nutritional composition of food prodlcts can
be conveyed on the labels of food products in various ways. Disclosu;cs can
be made through the use of ecither mandatory or voluntary nutrition
labeling®® or by listing the percentage of total weight for each ingredient iq
the ingredient list. The FDA may wish to examine ecach of these methods to
determine which is likely to provide the most useful means of communicating
nutrition information to the consumers without requiring so much information
that the label becomes cluttered and unusable. |

Current regulations require that when nutrition labeling is triggered,
food producers list specific nutrients on the nutrition label.®® However,

even though current regulations require disclosure of these nutrients, we

83 14 at 41, 44,

6 It was estimated that more than 55 percent of food packages have
nutrmon labeling. US. Food & Drug Administration, Status Q[ Nutrition

(1989). We suspect that this numbcr will increase over the ycars. especially
as health claims, which currently trigger required nutrition labeling, continue
to increase.

84 We express no opinion on which or how many nutrients should be
subject to the mandatory labeling requirement.
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believe it is important that the. labeling regulations not prevent or
unpecessarily limit manufacturers’ abilities to respond to consumers’ demands
for additional health information, particularly in light of rapidly evolving
science and technoiogy. The current system mandates label disclosure of
micro-nutrients (g.g.. vitamins) but tends to restrict the ability of producers
to convey new health information about other nutrients through labeling.
For example, firms were not permitted to label cholesterol content for years
after the early evidence indicated its relationship to heart discase.%®
Allowing manufacturers voluntarily to label desirable nutrient information
would help keep the nutrition label current. Thus, no matter which
nutrients are mandated, the regulations should not restrict unnecessarily the
manufacturers’ abilities to label voluntarily other desirable nutrients so long
as such additional information is presented in a truthful and t{ondcccptivc
manner.*®

In order to keep nutrition labels relatively current, the FDA shouid
consider developing scme means to ensure periodic review of which nutrients
must be included on labels. The costs to consumers associated with any
delay in revising the label will be partly alleviated by allowing the
manufacturers to volunteer information about their products as new

discoveries arise. Substantial delay in revising labels, however, may still be

costly for consumers.

& For further discussion, see Calfee & Pappalardo, sypra note 3, at
45-48.

8 FDA should, of course, pursue effective enforcement against
deceptive or misleading additions to the label.
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B. Imgredieat Labeling .

Another poisible method for communicating the nutritional composition
and quality of food products to consumers would be to allow or mandate
percentage disclosures on the ingredient label. The present ingredient
labeling regulations only require that manufact-urcrs list ingredients in
descending order of predominance; this list does not need to specify actual
quantities or percentages. The lack of quantification may make it impossible
for consumers to judge the amounts of particular ingredients in the products
they eat. Sugar provides a good example of this problem. Most nutrition

s

labels provide information for "carbohydrates” without distinguishing between

/
simple sugar and complex carbohydratei. " The ingredient list does not
improve on this. It simply names various sugars -- “sugar,” “honey,”
*dextrose,” *high fructose corn syrup,” etc. -- without providing specific
quantities or percentages.

As a means of identifying both negative and positive nutrients, the FDA
may wi_sh to consider whether manufacturers should be required to disclose
specific quantities of the major or characterizing ingredients®” in terms of
percentages of total weights in lieu of, or in addition to, nutrition labeling.
This could make it easier for consumers to determine whether a particular
product has a desired amount of & given ingredient. Furthermore, this also

could enable consumers quickly to determine the major characteristics and

composition of food products. This might be particularly helpful if the FDA

87 We defer to the FDA to determine what is considered "major® or
*characterizing.”
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were to adopt a “common names” approach to naming food products instead

of continuing the present use of identity standards (or food products.®

C. Serving Sizes
1. Present System
a. Discretion created by broad definition
The FDA presently dc{incs_a "serving” as a "reasonable quantity of food
suited for . .. consumption as part of a meal by an adult male engaged in

"% As a practical matter, this definition allows

light physical activity . . . .
food manufacturers considerable discretion in choosing serving sizes and
varying them among products.”® This flexibility raises the possibility that
companies may choose serving sizes deceptively, perhaps by increasing
serving sizes when consumers are concerned about nutrient deficiencies or
decreasing serving sizes to diminish the per-serving amounts of calories and
ingredients that are perceived by consumers as undesirable or harmful.”!

There is some evidence that serving sizes for the same type of food

items vary. Heimbach ¢t al. studied whether food manufacturers changed

6 See Part III of this comment for further discussion of identity
standards.

8 2] CF.R. § 101.9 (b)1) (1988). For food products to be consumed
by infants or children under 4 years old, a serving must be a “"reasonable
quantity of food suited for . . . consumption as part of a meal . . . by an
infant or child under 4 years of age.” |d.

™ Heimbach, Levy, & Schucker, Declared Serving Sizes Packaged
Eoods: 1977 to 1986 (1989) FDA Staff Paper. For example, one soup

manufacturer is reported to have changed the serving sizes of some of its
soups to 8 ounces, while retaining 10 3/4 ounce and 11 ounce serving sizes
for others.

I Heimbach, Levy & Schucker, supra note 70; Pondering Portions.
Qunce by Qunce, Washington Post, Feb. 25, 1987, at E-1 (citing Marilyn
Stephenson, a2 nutritionist at the FDA's Center for Food Safety and Applied
Nutrition).
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serving Sizes over the period 19774986' to reflect changes in consumers’
concerns renrdin-g diet and health.” It was found that "nineteen of the 44
product classes . . . and both bread categories moved toward smaller declared
serving sizes in the period 1977-1986." The authors note that once changes
were initiated, the majority of the manufacturers of the products surveyed
adopted similar changes rapidly. It also was found that although many
changes appear to be towards what thciau(hors called more reasonable sizes,
some changes simply "represent a redefinition of . . . a 'serving' from the
original idea of an amount actually likely to be consumed at a single sitting

s . - / .
to that of a standard unit used to communicate nutrition information to

/

consumers.”™$

b. Variations withia product categorlAes
i. Variations among large multi-serving packages
Although serving sizes for large multi-serving packages are not uniform,
there is some evidence suggesting that there is not a wide range of variation
within most product categories. Most firms within a food category appear to

use roughly the same serving size.

T Heimbach, Levy & Schucker, gupra note 70. This study analyzed
the FDA FLAPS database which consists of label data collected by the FDA
about every two years from 1977 to 1986. Each vyear's survey includes
approximately 230 product classes with six individual products within each
class, 3 most popular brands and 3 brands at random.

™ Heimbach, Levy & Schucker, supra note 70. The authors use diet
sodas as one example of this change in a concept of serving size. They
further commented that “[i)f the manufacturer allowed the serving size to
vary with the container size by labeling cach as one serving, then the
amount of (for example) sodium per serving [of diet sodas (for example)]
would be 50% higher in [2-0z. cans than in 8-0z. bottles; 16-0z. bottles
would contain 100% more sodium per serving. This in turn could lead to the
situation of a diet soft drink sold in a 10-0z. bottle being a ‘low sodium’
product . . . , while the same product sold in a 16-0z. bottle would not be a
'low sodium’ product.”
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For instance, for their rcccnt'smay of the cereal market, Ippolito and
Mathios collected label information for 113 cereals available in the Spring of
1988.7¢ Of these 113 cereals. 103 used a serving size of 1.0 ounce on multi-
serving packages regardless of whether or not the cereals contained dried
fruits or nuts.”® Thres cereals used a smaller than 1.0 ounce serving size:
Shredded Wheat gave its nutrition data per biscuit, which weighs only 0.83
ounce, and Quaker puffed cereals, which are high-volume, low-weight cereals,
used 0.5 ounce as serving size. With the exception of one Swiss imported
cereal, all of the cerecals with serving sizes larger than 1.0 ounce contained
dried fruits or nuts. Thus, the cereal evidence for n.-xulti-scrvbing packages
shows a high degree of standardization.”® -

li. Variations among small-sized packages

Unlike the variations among the serving sizes used for large multi-

serving packages, the variation seems substantially greater among serving

¢ Ippolito & Mathios, sypra note 3.

 One major food company's marketing of its cereal provides a
concrete example of within class variation. This food company presently
markets a variety of cercals and has uniformly used 1.0 oz. as the serving
size for all of its cereals, regardless of whether or not the cereals contain
dried fruits. This company has recently marketed a new dried fruit cereal
claiming that it provides "100% daily allowance of 12 vitamins and minerals.”
-Although this cereal has the same density (Le, mass per unit volume) and
the same kind of dried fruit as certain other of the company's cereals, the
serving size for the new cereal is 50% larger (1.5 oz. instead of 1.0 oz.).
This variation in serving size may make comparisons among products more
difficult for consumers. In addition, by using different serving sizes for
basically the same cereals in making different nutritional claims, the
manufacturer may have somewhat lessened the value intended by the FDA in
requiring nutritional disclosure, j¢, informing consumers of the nutritional
composition of foods they plan to ingest.

7% This finding is consistent with the study conducted by Heimbach
¢t al., which found substantial uniformity of serving sizes within product
categories and rapid adoption of new serving sizes whenever the serving
sizes changed. Heimbach, Levy & Schucker, supra note 70.
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sizes for single-serving or small rxiultf-st-:rving packages. For example, we
found Qwinl sizes of single-serving packages of various cercals of 9/16
ounce, 11/16 ounce, 13/16 ounce, 15/16 ounce, 1 1/16 ounces, 1 1/8 ounces,
1 1/4 ounces, 1 7/16 ounces; and 1 1/2 ounces.” Similarly, we found
serving sizes of single-serving packages of various'snack foods of 1/2 ounce,
9/16 ounce, 5/8 ounce, 3/4 ounce, | ounce, and | 1/4 ounce.™ The serving
sizes of single-serving packages of cereals appear to be based on the use of
a uniform single-serving package size and the diverse volume/weight ra'tios
of cereals. The differences for snack foods may reflect varigtion in
consumer demand f{or different size packages of snack foods for di/ffcrcnt
purposes (¢.£., children’s snacks, adults’ snaéki,«etc.).

While our limited investigation of labels leads us to believe that
variations in the serving sizes for small-sized packages are substantial, these
variations may not be casy to eliminate without crcatinﬁ confusion for
consumers and, therefore, standardization may not be desirable. If producers
were rgquircd to use the same serving size for all of their packages, then
small packages would sometimes contain a fractional number of “servings.”
For example, most potato chip producers. appesr to use a2 | ounce serving
size for their larger packages. However, if this serving size is retained for
all small packages, they will contain *3/4 serving,” "1 1/8 serving,” "1 1/4
serving,” or "2 servings" despite the likelihood that such packages will

usually be consumed by a single consumer at one sitting. If uniformity is

T These numbers reflect both the serving sizes and the content of
the packages.

™ The serving sizes for multi-serving packages (both large and
medium-size packages) are usually | ounce.
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mandated, serving size would be un'ifo;rn across package sizes but might be
less informative in terms of what the consumer is likely to eat.

Conversely, if the serving size is required to be the full amount in the
package or a whole number of servings per pac‘kagc, which is the approach
used by some producers, then serving size will necessarily vary according to
peckage sizes. A serving for cxis_ting small packages of potato chips would
thea be "3/4 ounce,” "! 1/8 ounces,” or "1 1/4 ounces,” while 8 serving for
larger packages would be !0 ounce. Although providing nutritional
information in terms of the entire package may well be an informative way
to communicate the nutritional composition of products to consumers, this
method could also create confusion. Uniformity would be sacrificed, and
without uniformity, comparisons across products typically become more
difficult.

We conclude by noting that it is not possible to make serving sizes
uniform across package sizes and, at the same time, require that serving
sizes reflect the amount a consumer is likely to eat at one sitting. One or
the other must be sacrificed.

¢. Variations across product categories

Unlike serving sizes within product categories, serving sizes across
product categories vary significantly. For example, the serving sizes of some
products are expressed as 4 ounces, while others are expressed as 2 cookies
or 8 fluid ounces. This variation stems from the fact that foods have
different density and composition and are consumed differently. Although it
is unclear whether consumers often compare the nutritional compositions of
products which are not in comparable units (or of products that are not

reasonable substitutes), the present serving size system does not facilitate
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such comparisons. This difficulty siml:ily. reflects the complex nature of the
nutritional combositions of food products and the varied nature of
consumption patterns.
d. Effect of variable serving sizes ona FDA-defined terms

The fact that serving sizes may vary means tl;xat they can affect the
usefulness of certain defined nutritional terms, such as “low sodium® or “low
cholesterol. For cxample, while a2 serving of most multi-serving or single-
serving packages of peanut snacks is usually chosen to be 1.0 ouncé. a
serving of peanuts served by one airline contains only 1/2 ounce of salted
peanuts (50% smaller). The small serving size enables the airiine to/indicate
oa the package that its peanuts are “low" in sodium, because a 'serv’ing' of
its peanuts has only 85 milligrams of sodium. The FDA regulations define
"low sodium® as 140 milligrams or less of sodium per serving. Planters’
salted peanuts have less sodium per ounce than the peanui snacks used by
the airline (160 mg. versus 170 mg., respectively). But, Planters cannot make
a "low sodium” claim, becauvse a serving of its peanuts (1.0 ounce) has 160
milligrams of sodium, more than the allowable minimum per serving that
would allow the "low sodium” claim to be made.

This example illustrates that variable serving sizes for products within
the same product categories may interact with other FDA regulations to

produce anomalous aad, from the consumers’ standpoint, confusing results.

e. Variations in serving sizes may cause inconvenience not
intended by the nutrition labeling regulatioans

Assuming that providing nutritional information in terms of amounts per
serving is the most useful way to convey this information to consumers, it is

important that serving sizes accurately reflect the "amount actually likely
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to be comsumed at a single sittin.g""s by an average person. This will
facilitate comparisons within product categories and possibly also across
product categories.

There is, at present, only limited empirical evidence on the extent to
which serving sizes within product categories vary or whether such
variations may become greater over time. If the serving size issue is
pursued further, additional information and evidence to answer the following
questions could be very helpful:

(1) Are there in fact sighificam and systematic variations in serving

size within product classes?

(2) Do the variations occur primarily in small-sized packages?

(3) What accounts for the variations other than package size?

(4) Do the variations make information processing and product

comparisons more or less difficult?

(5) What is the likelihood that the variations would be constrained by

market forces?®® and

(6) What are the costs and benefits of regulation to reduce the dcgrcc‘

of variation in serving size within and across product classes?

If there is evidence to suggest that the present serving size system
warrants review, it may then be appropriate to reexamine whether the

serving size system is adequately serving the FDA's original goal of

™ Heimbach, Levy & Schucker, sypra note 70 at 7.

80 In other words, would firms match the serving sizes used by their
competitors to make the same, or better, claims than those made by their
competitors?
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providing 8 simple and ecasy unil'olﬁ measure to commuanicate autrition
information to consumers.

2. Staadardizing Serving Sizes May Not Be the Appropriate

Solution to the Probiem

There may be no "perfect” serving size for any given product because
consumption patterns may vary too significantly among individuals and across
different eating occasions. Furthermore, consumption patterns aiso may vary
directly with package sizes, because package sizes themselves are lik_ciy to
influence how much an individual consumes in a sitting. Thus, recggnizing
potential problems raised by the discretionary ﬁature of the present s/etving
size system does not necessarily lead to‘the' conclusion that serving sizes
should be standardized by regulation.

There also are potential problems associated with standardizing serving
sizes which, at least to some extent, are avoided by the discretion under the
present system. For example, as a general matter, adult men eat more than
aduilt women, and adults eat more than children. The consumption patterns
of health conscious consumers may differ from those of consumers who are
less conscious of health issues. Consumption patterns change. over time,
especially as health concerns change, and standardized serving sizes may be
very hard to change (witness the difficulty in changing identity standards).
Standardized serving sizes may lead to the anomalous result of food packages
designed to be consumed at a single sitting being labeled as containing more
than a single serving. Finally, products within the same product class may
differ in serving size for legitimate reasons. Standardized serving sizes

simply cannot reflect these types of differences.
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D. Format of Nutrition Label

The manner in which mandated or voluntary nutritional information is
presented on labels is important. Dietary recommendations are of marginal
use if consumers cannot impiement them easily through the information
contained on labels. Two prime examples of potential problems are the fat
consumption recommendation that most public health organizations have
adopted and the recent National Research Council (NRC) sodium
recommendation. The current dietary recommendation for fat consumption
made by a number of public health bodies®! is that 30% or less of one's
daily caloric intake should come from fat. But the nutrition label provides
the information for fat in terms of weight, ¢.g, 4 grams of fat. How the 4
grams of fat fits in the "30% or less" dietary recommendation requires the
following analysis. Each gram of fat has about 9 kilocalories, so

4 x 9 kilocalories = 36 kilocalories.
The percentage of the calories from fat per serving is given by

36 kilocalories per serving = 9% of kilocalories from fat per serving.

total kilocalories per serving
Having to make this type of computation does not make it easy for
consumers to implement the dietary recommendations.

There is also a sigﬁiﬁcant discrepancy between the NRC's sodium
recommendation and the current sodium information on nutrition labels.
While the NRC makes the sodium recommendation in terms of "sa!t® (sodium
chloride), nutrition labels provide the salt content of the products in terms

of "sodium.” "Salt" and “sodium” are not interchangeable. One gram of salt

81 gce, ¢, National Research Council, Recommended Dietarv
Allowances, 10th Edition (1989).
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has 0.4 grams of sodium and 0.6 grams of chloride. Unless a2 consumer
knows thig relationship, the NRC's recommendation that salt consumption be
limited to’v.'l-é grams per day may be difficult to implement.

For this reason, whichever format the FDA chooses, it should consider
the utility of the label in light of the dietary recommendations. In
particular, the FDA should make the label as accessible as possible for
consumers attempting to [ollow recommended consumption levels for various
ingredients. It also is important for the FDA to try, as much as possible, to
take an active role in encouraging other public heaith organizations to
consider the way products are labelled in making dietary rccommen/dations.
This might be best accomplished by encouraging these public /health
organizations to make dietary recommendations and guidelines in a way that

is consistent with labeling that covers the broadest possible range of

products.

E. Predefined Terms

The FDA on various occasions has defined terms used by the food
industry to communicate certain information to consumers. For example, the
FDA has promulgated regulations defining the terms “sodium free,” "very low
sodium,” "low sodium,” "reduced sodium,” “"unsalted,” "no salt added,” and
*without salt."¥3 Although these definitions provide a useful common point
of reference for both manufacturers and consumers, the regulations leave
open the possibility that serving sizes may be varied to (it predefined terms.

Because of the inherently flexible nature of the serving size system, any

83 2] CF.R. § 101.13 (1988). The FDA is presently in the process of
defining the terms “cholesterol free,” “low cholesterol," and “cholesterol
reduced." The FDA has proposed that cholesterol content be declared only
in terms of milligrams per serving.
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definition that uses serving size as- the basis for determining whether a
predefined term is met may not accomplish the intended purpose of providing
a useful common point of reference. The salted peanut snack example
discussed above is illustrative. Given the problems associated with the
flexible nature of serving sizes (assuming that the present serving size
system is retained), the FDA may wish to consider defining terms by using a
basis other than, or in addition to, serving size (¢4, amount per number of
ounces, amount per number of calories, or amount per percent of the
package).

In addition to terms used to convey the amount of a particular nutrient
in a food, manufacturers also have used d’esc_:riptive terms, such as “light,”
*natural,” or "organic” to market their products. By their nature, providing
a specific definition of these terms inevitably involves some degree of
arbitrariness. In addition, given the complexity of food composition, it may
perhaps be impossible for each descriptive term to be defined in such a way
that the definition can provide the same useful information for all products
across all food categories. Many descriptive terms have no consistent
meaning and are used to describe different aspects of a food product. For
example, companies can use the term “light" to mean reduced calories, fat,
sodium, or sugar, or a food that is lighter in texture, flavor, or color. A
1982 FDA survey shows that 70% of consumers who had seen “light" claims
on labels thought that the claim meant lower in calories, 15% thought lower

in sugar, 11% lower in salt or sodium, 6% lower in fat or cholesterol, and 6%

lower in weight.® However, even if the FDA had the resources to define

8 Center for Science in the Public Interest, gupra note 59, at 23

citing FDA, Familiarity With and Perceived Mcaning of 'Light’ (telephone

interview survey of 1,000 adults in a2 national probability sampie, conducted
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terms as they are introduced in the"mirk.et. new terms would continuously
be invented.

We recognize that undefined terms can cause confusion and can be used
deceptively, and that at some point it may be desirable to adopt uniform
definitions for such terms. However, we have not seen evidence to date
sufficient either to recommend that manufacturers be prohibited from using
such descriptive terms or to recommend the imposition of arbitrary
definitions for such terms. Instead, to reduce the possibility of dcccpt’ion,

s

mandatory disclosure of how the terms are used, such as "light colored™ or
7/ .
"light in calories,” and providing nutritional information might wel} be a
preferred alternative to the general problem.. Such an approach would not
only lessen the FDA’'s burden in defining terms, but it may also increase the
flow of information to consumers. This flow of information, in turn, may be

likely to police manufacturers’ behavior by strengthening the incentives to

make accurate claims as well as improve their products on these dimensions.

Oct.-Nov. 1982).
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