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SUMMARY: The Food and Drug Administration (FDA) is propdsing to ameha
the regulation for sodium levels for foods that use the nutrient content clalm
“healthy.” The agency is proposing that a prevmusly estabhshed but not yet
implemented, more restrictive, second-tier sodlum level would be permitted
to take effect as a criterion that individual foods must meet to qualify to bear
the term ““healthy.” The agency is proposing to retain the current first-tier
sodium level for meal and main dish products because imp’lem}enting the
second-tier sodium level could result in the substéntial elimination of meal
and main dish products bearing the claim “healthy” from the ‘Vmarketplace.:
After evaluating data from various sources, the agéncy believes that the
proposed sodium levels will help consumers achieve a total diet that is
consistent with current dietary recommendations, as the pi‘oposed le‘ve’ls will
give consumers a reasonable number of “‘healthy” products from which to

choose. The agency has also revised the regulatory‘ text for the definition of
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Memorandum instructing Federal agencies to use plain lahguage.

DATES: Submit written or electronic comments by [insert ‘d’a‘t’ey 75 days after
date of publication in the Federal Register). | |
ADDRESSES: Submit written comments to the Dockets Management Branch
(HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061, |
Rockville, MD 20852. Submit electronic comments to http://www.fda.gov/
dockets/ecomments.

FOR FURTHER INFORMATION CONTACT: Ellen M. Anderson, Center for Food Safety
and Applied Nutrition (HFS-820), Food and Drug Adminisﬁration, 5100 Paint
Branch Pkwy., College Park, MD 20740-3835, 301-436-1798. |

SUPPLEMENTARY INFORMATION:
I. Background

In the Federal Registélf of May 10, 1994 (59 FR 24232), FDA published
a final rule amending § 101.65 (21 CFR 101.65) “t‘(')'fdéfihe”t‘he‘térm"i‘heal:thy?’ ‘
as an implied nutrient content claim under section 403(r) of the Federal Fdod,

Drug, and Cosmetic Act (the act) (21 U.S.C. 343(xr)). The final rule defined )

criteria for use of the implied nutrient content claim “healthy,” orarelated

term (e.g., “health,” “healthful”’) on individual fc'f)‘dds',_ ifﬁéliiding raw, s'inglé—m

ingredient seafood, and game meat, and on meal and main di_s,h'pro‘duct'sy. It
also established two separate timeframes in Which different criteria for sodium
content would be effective for foods bearing a “healthy” claim (i.e., before
January 1, 1998, and after January 1, 1998).

Before January 1, 1998, under § 1'()1.65(d)V(2):(ii)(A) and (d)(2)(ii)(B), foran

individual food to qualify to bear the term “healthy"” or a related term, the
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food could contain no more than 480 milligrams (mg) of sodiufn (first-tier
sodium level): (1) Per reference amount customarily consumed per eating:
occasion (reference amount); (2) per serving size listed on the product label
(serving size); and (3) per 50 grams (g) for products with small reference

amounts (i.e., less than or equal to 30 g or less than or equal to 2 tablespoons).

After January 1, 1998 (§ 101.65(d)(2)(ii)(C)), an individual food bearing the term

“healthy,” or a related term, could contain no more than 360 mg of sodium
(second-tier sodium level) per reference amount, per serving size, and per‘50
g for products with small reference amounts. The agency derived this 360 mg
sodium level by applying a 25 percent reduction to the original sodium
disclosure level of 480 mg for individual foods (59 FR 24232 at‘ 24240).1
| To qualify to bear “healthy” or a related term, meal and main dish
products could contain no more than 600 mg of sodium (first- tler sodium level)
per serving size before January 1, 1998 (§ 101. 65(d)(4)(11)(A)) and no more ‘than
480 mg of sodium (second-tier sodium level) per serving si’z'e‘fafter ]anuary' 1,
1998 (§ 101.65(d)(4)(ii)(B)). The agency selected the 480 mg level because 1t
was low enough to assist consumers in meeting dietary goals, while
simultaneously giving consumers who eat such foods the flexibility to consume
other foods whose sodium content is not restricted; because there were many
individual foods and meal-type products on the market that contained less
than 600 mg sodium; and because comments suggesting other levels did nOt

prov1de supportlng data (59 FR 24232 at 24240). ngher levels of sodium were

1Under §101. 13(h](1) {21 CFR 101 13[h)(l)] md1v1dual foods contalmng more than 480
mg sodium per reference amount, per labeled serving size, or per 50 g (if the reference amount
is 30 g or less or 2 tablespoons or less) must bear a label statement referring consumers to
information about the amount of sodium in the food. Such nutrient disclosures are required
when a food contains more than certain amounts of total fat, saturated fat, sodium, and
cholesterol and that food bears a nutrient content claim. id., see section 403(r)(2)(B) of the
act. The agency developed disclosure levels based on dletary guidelines and taking into
account the significance of the food in the total daily diet, based on daily reference values

for total fat, saturated fat, cholesterol, and sodium (58 FR 2302 at 2307, January 6, 1993).



4

rejected in the earlier rulemaking (59 FR 24232fatf"24,2 39) because the agency

determined higher levels would not be useful ,tp,(;gps’umerswanting to use
foods labeled “healthy” to limit their sodium intake to achieve current dietary
recommendations.

On December 13, 1996, FDA received a petition from ConAgra, Inc. (the
petitioner) requesting that the agency amend § 10:1.65((1) to “eliminate the;
sliding scale sodium requirement for foods labelﬁid ‘healthy’ by eliminating the
entire second-tier levels of 360 mg sodium for individual fOOdS andw480_m’g
sodium for meals and main dishes”” (FDA Docket No; '96P——,O;500/ CPl, p- 3).

As an alternative, the petltloner requested that the January 1, 1998, effectlve
technology “catches up” with FDA’s goal of ,reduCing the sodium content of
foods and there is a better understanding of the relationship between sodirn’n
and hypertension. |

FDA responded to ConAgra’s petition in the FederalReglster of April 1,
1997 (62 FR 15390), by announcing a partial stayef the second-tier ,sedium;
levels in § 101.65(d)(2)(ii)(C) and (d)(4)(i{i)(B)ﬂuﬁnt1ler January 1, 2000. This stay

was intended to allow time for FDA to: (1) Reevaluate the second-tier sodlum R

levels based on the data contained in the petltlon and any additional data that

the agency might receive; (2) conduct any necessary rulemakmg, and (3) glve
industry an opportunity to respond to the rule or to any change in the rule

that might result from the agency’s reevaluatioﬂn,«' .

On December 30, 1997 (62 FR 67771), FDA published an advance notice
of proposed rulemaklng (ANPRM) announcrng that it was considering whether
to initiate rulemaking to reevaluate and p0531bly amend the 1mphed nutnent

content regulations pertaining to use of the term “healthy.” FDA requested
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comments on whether it should propose to amend the sodium levels for the
term “healthy.” Comments suggesting that the agency should amend the
“healthy” definition were asked to address what the amended regulation
should require to ensure that the term ‘‘healthy” could eppear on a signifieant
number of foods, without being ‘““so broadly defined as to lose its value in |
highlighting foods that are useful in constructing a diet that is consistent with
dietary guidelines” (62 FR 67771 at 67772). FDA asked those who 'be]ie\?ed
the second-tier sodium requirements were appropriate’,and should not be
changed to provide data demonstrating that the Seeond-tier “healthy” |
definition was not so restrictive as to effectively preclude the use of the term.

In the ANPRM, FDA requested data or eﬁrider‘lce. on what would happen
to the use of the term “healthy” in the marketplace if the second-tier sodium
levels were to take effect. In addition, the agency asked how many “healthy”
products would be eliminated if the second-tier sedium Ieve]s’ were to take
effect and whether there would be other impacts on the number of consumer
choices. The agency also asked for data regardingfthe technological feasibility
of reducing the sodium content of individual foods, including raw, single-‘
ingredient seafood and game meats, to 360 mg per reference amount and of
reducing the sodium content of meals and main dishes to 480 ing sodium i)er
serving size.

FDA also requested information and views on consumer acceptance of
foods at the second-tier sodium levels. The agency further requested
~information about the availability or lack of ava‘ilebilkikty of a‘ccep"table sodiﬁm k
substitutes, the difficulties in manufacturing different lines of food produetS'
with lowered sodium levels, and the impact of these ’l“ower _sedium"l‘evelys‘ Qn_

the shelf-life stability and safety of the food. FDA also requested comments
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on other approaches to reducing the amount of sodium in foods that bear the
term “healthy” (62 FR 67771 at 67773 and 67774).

If comments responding to the ANPRM revealed agreernent that there‘were
technological hurdles that could not be overcome for all foods or certain type‘s |
of food, the agency stated that it would be interested in exploring different
options for maximizing the public health galns expected from reducmg dletary
sodium levels. The agency 1dent1f1ed four optlons First, the agency could make |
no changes in the stayed rule, and the second-tier sodium levels in |
§101.65(d)(2)(ii) and (d)(4)(ii) would become effective at the end of the_stay
period. This was identified as the default option if ‘industkry failed to prOVide
evidence, data, or argUments that supported arnending the rule. Second, as
requested by the petitioner, FDA could propose to amend the definition of
“healthy” to make the first-tier sodium leyels,the ;qualifying'levels' fer all food
products, and to delete in their ent_ifety the second-tier scdium levels. ‘Thit‘d,
the agency could continue the stay based on data and information subm1tted
in response to the ANPRM suggesting technological advancements could be
made but would require more time. Fourth, the agency could reconsider the
second-tier sodium levels and create new levels based en'ot‘hei\ factors such
as percentile reductions based on market basket norms (62 FR 67771 at 67774).

In response to requests for an extension to c01nc1de with the end of the
comment period for the U.S. Department of Agnculture s (USDA’s) interim
final rule on the use of “healthy” on the label or labehng of meat and poultry
products (63 FR 7279, February 13, 1998), FDA extended the closing date of
- the comment period for the ANPRM, from March :‘1‘6, 1998, to May 19, 1998

(63 FR 13154, March 18, 1998).
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In the Federal Register of March 16, 1999 (64 FR 12886) FDA pubhshed
a fmal rule extendmg the partial stay of the second tier sodlurn requirements
in § 101.65 until ]anuary 1, 2003. The agency neted that it took this action
to provide time for: (1) FDA to reevaluate the supporting and Qpposingb |
information received in response to the ConAgra petition, (Zp)wythe agency to
conduct any necessary rulemaking on the sodium limits for the term f‘,healthy,””
and (3) companies to respond to any changes that may result from agencyb
rulemaking. On May 8, 2002 (67 FR 30795), FDA issued another final rule to
extend the partial stay of the second-tier sodium requirements in § 101.65 until
January 1, 2006. | \ | ‘

While the partial stay was pending, USDA and the Department of Health
and Human Services jointly published the “Dletary Gmdehnes for Amerlcans
2000” (dietary guidelines) (Ref. 1). This report prov1des recommendatlons for
nutrition and dietary gu1dehnes for the general pubhc and suggests a diet with
a moderate sodium intake, not exceeding 2,400 mg per day The health
concerns relating to hlgh salt intake are high blood pressure and loss of

calcium from bones, which may lead to risk of osteopor031s ‘and bone fractures

(Ref. 1).

II. Summary of Comments From the ANPRM

FDA received 22 responses, each containing one or more e‘omments, to
the December 30, 1997, ANPRM.

Most of the comments state’d that the reqnirernents kfor the use of rhe term '
“healthy” should be amended and presented ev1dence to persuade the agency
to change the sodlum levels. The comments prov1ded mformatmn that a large k'
number of meal and main dish products currently labeled as “‘healthy” wQul\d

not be able to meet the “healthy” definition should the second-tier sodium
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levels take effect. The comments also stated that iecthl'oygical‘ advances have
not yet yielded an acceptab]’e salt substitute. . | |

Several comments discussed the possibility of the agency engaging in
rulemaking to set new sodium levels. For inst‘ane’e, a few comments suggested
using a sodium level based on a percentile reduction from the market-basket
norm (e.g., 25 percent less sodium than o‘therw'ise Compa'rableprOdUCts that
are currently on the market). The Ieve]s could be estabhshed for each food
category or for those particular food items havmg dlfflculty meetlng the
second-tier sodium levels. One comment ob]ected to ¢ re]axmg” the standards
and suggested even tlghter regulation in the 1nterest of public health (2001 mg
for individual foods and 400 mg for meal products).

A few comments stated that the secO‘nd—tief sbdium levels were reasonable
and should no longer be delayed. Evidence presehted in these comments
consisted of: (1) Information suggesting that manufacturers could conform to
the second-tier sodium levels without presenting food safety concerns, and (2)
summary lists of products that would remain in the marketplace if the second-

tier sodium levels took effect.

The remaining comments did not directly address the issue of whether
FDA should amend the sodium levels, but, rather prov1ded general
information or opinions regarding sodium levels. For example one such
comment stated that there are health risks associated with a 'l‘ow-sod’ium' diet.

FDA used information provided in the cpmnients,valong with information
the agency gathered through an independent data analysis, to determine its

proposed action.



ITI. Proposed Action

A. Introduction v

The agency established a definition for the term “healthy"’ as an iinnlfed
nutrient content claim (59 FR 24232). The fundamental purpose of a “healdthy”
claim is to highlight those foods that, based on their nutrient levels are
particularly useful in constructmg a diet that conforms to current dletary |
guidelines, which suggest that daily sodium intake not exceed 2,400 mg (Ref
1). To assist consumers in constructing such a diet a reasonable number of

“healthy” foods should be avallab]e in the marketplace

FDA stated in the ANPRM that its goal was to establish sodium levels for
the definition of “healthy” that are not so restrictive as to preclude the use
of the term “healthy,” and not so broadly defined: as to causethe term to lose
its value in identifying useful products for constructing a healthy diet (62 FR
67771 at 67772). ’

| To assess the number of “healthy” products 1n the marketplace,‘FDA‘
conducted a marketplace data analysis (Ref. 2) using information from the: |
Information Resources Inc. (IRI) InfoScan database The IRI InfoScan database
contains dollar and sales information for food and dletary supplement o
products. InfoScan includes information collected weekly from a selected |
group of grocery, drug, and mass merchandiser stores across the continental
United States with annual sales of $2 million and above (sample store data)——
more than 32,000 retail establishments. The retail stores are statistically
selected, and the database contains sales data for all products in these retail
stores that are scanned (i.e., sold) at check out. IRI applies pr0)ect10n factors
to the sample store data to estimate total sales i in the contmental United States

from stores that have annual sales of $2 million andabove. Using the IRI
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InfoScan database, FDA estimated the number of %‘"Heél'{hy"" brands and =~
“healthy” products in the marketplace during 1993 to 1999.
In the following discussion of the marketplace data analysis, the term
“brands’’ refers to brand names (not manufacturers) in the IRI InfoScan

database (e.g., Healthy Choice, Health Valley, Héélthline), while the term

“products” refers to the different items (i.e., separate Universal Product Codes)

sold under that brand name (e.g., raisin bran versus corn flakes; 12-ounces (0z)

package versus 16-oz package) (Ref. 2).
B. Individual Foods

1. Conventional Foods | |

In the marketplace data analysis of “healthy” individual foods, the agency
estimated the total number of “healthy” products and brands available in 19‘93, ‘
in 1999, andany time in the tim‘eframé" from 199,3; to 1999. The agency alsé
estimated the number of “‘healthy” individual foods for specificy food
categories. FDA does not have any data to‘determine either the number of
“healthy” products or the pace of increase in the availability of “healthy” |
products prior to 1993. When compiling 'thg marketplace data gnaylysis,\t’hg N
agency considered all conventional foods that di(,i not meet the meal or maiin‘
dish definition in §101.13(1) and (m) (including squ'ps‘,'salads (e.g., precut m
a bag, prepared refrigerated salads), and single-ingredient seafood and game
meats) to be individual foods. FDA considéred diéytary supplements separately
using a different database. Dietary supplements are discussed in section IIL
B.2 of this document. _

FDA estimated that in 1999 the marketplace had 872 “healthy” individual
food products available to the consumer, comparéd to 842 such products

available in 1993 (Ref. 2). There was also an increase in the number of
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“healthy”” brands for individual foods in the maﬂsetp]ace from 1'993"to 1999,
In 1993, only 50 brands Carried a “‘healthy” product, while 69 brands were
available in 1999. o T e e

Considering that the 1993 figures are representativeef the marketplace
pﬂor to the 1994 final rule defining “healthy,” the increase ini“healthy’v’
products shows that, in addition to manufacturers being able to comply Wlth
the definition established in 1994, they have also been able to develop
additional “healthy” products. Manufacturers have 1ncreased the number of
available “healthy” brands as well as the number of available healthy

products at or below the first-tier sodium level.

products in many of the specific fOOd categories d?fmeduby IRI (Ref. 2). FOF .
example, in the IRI category of “Salty Snacks” (e.g., pretzels, potato Chipsj,
there were 18 available ‘‘healthy” products in ;1_99',3 and 46 in 1999, with 3,
“healthy” brands available in 1993 and 5 in 1999. For popcorn products |
identified in the IRI category of “Popcorn/Popcorn Gil,” no “healthy” products :
existed in 1993, but in 1999 there were 10 “healthy” products and 2 “healthy”
brands in the marketplace. Similarly, in the IRI category “Fresh Breads &
Rolls,” 21 “healthy” products and 5 “healthy” brands were on the market in
1993, while in 1999, 64 “healthy” products and 9 brands were available.
Increases can also be seen m thve'IRfctategoryof “FZ [Frozen] Seafood”' 14
“healthy” products were available in 1993, Whlle 22 were available to |
consumers in 1999, with 3 “healthy” brands in both 1993 and 1999. These

are only a few examples,,,Qf in@r@@ses i,n, ﬂ,.lde; number Of ‘f,he~al~thfy,f (in‘d‘ividuel

food products available to the consumer.
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Not all food categories, however, had an 1ncrease in the number of
“healthy” products from 1993 to 1999. For 1nstance foods in the IRT categorles |
“Cold Cereal,” “Cookies,” Dr;ed Fruit,” “SaladD;‘es‘s;ngs——SS"’ (where SS |
stands for shelf stable), “Sauce,” and ,‘,‘Carbonated‘B'everages”’ saw a drop"in’
the number of “healthy” products availablefrom:ngB ‘to 1999 (Ref. 2). F oi‘
food categories such as cold cereal, salad dressing, and sauces, sodium may
have been a factor in the decrease in the number of products available from
1993 to 1999 because the sodium levels in these products cover a very w1de
range, and some exceed the first-tier requirement for products labeled as
“healthy” (Ref. 3). However, based on typical sodium levels fo,frqother foodgo
categories, such as cookies, dried fruit, and carbo:oate_dzb‘eye;rages, it isdonlikely'
that sodium was responsible for the decrease in tbe ,,number of these “healihy”
products in the marketplace because typioal sodidmwlex}els, are below both the
first- and second-tier sodium levels (Ref. 3).

In addition, certain food categori‘e‘s’“ generally :oontaip httle ksod;ium.’ Foods
such as fish, fruit juices, hot cereals, rice, vegetabies,'pastas,'and yogurt
typically have considerably less than 360 mg sodium per reference amount |
and per serving'size (Ref. 3). For most of these foods, there Was an "increasé
or No ohange in the number of brands and products available in 1999 compared
to 1993 (Ref. 2). There was a decrease in the nujmbervof} vegetable and pasta
products labeled “healthy;” however, there is no feason, to believe that this |
decrease was due to the sodium content. Because these categories of food
generally contain little sodium, the proposed second-tier Sodium level is
unlikely to have an impact on the number of “healthy"’ products in the

marketplace.
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Survey (FLAPS) (Ref. 4), Wl’llch represents data collected in 1997 from a
limited number of product brands in specific food categories. The agency
reviewed this database because it includes data tha‘twere not'availahle in the
marketplace data analysis, including information’on ‘claims and other |
information included on product labels. For example FDA found a number
of “healthy” claims on individual foods (Ref. 4), such as “‘Healthy real egg
product” and “Apple sauce is a delicious and healthy fruit product Whlch
contains no fat, very low sodium, and no cholesterol.” Such statements are
implied nutrient content claims for “healthy” that the marketplaoe data
analysis did not identify because the term “healthy was not part of the brand
name of the product. This leads FDA to beheve that there are 1nd1v1dual foods
in the market place bearing “healthy” claims in addition to those identified
in the marketplace data analysis. As some “healthy"’ Claimsare not part of; '

the brand name of the product and, therefore, were not Captured in the

marketplace data analysis, it is likely that the number of “healthy 1nd1v1dual -

foods included in that analysis underestimates the number of individual food
products bearing “healthy” claims. | ’ |

The agency notes that individual foods with reference amounts on the
lower end of the scale are also less likely to be affeoted by adoption of the
second-tier sodium level becaus‘ethey are able to ;C'lai;m the same 360 mg
sodium level for a “healthy” product as other individual foods withlarger£
reference amounts. For example, bread or rolls have a reference amount of 50
g (§101.12(b) (21 CFR 101.12(b)), table 2, “Bakery products Breads (excludmg
sweet quick type), rolls”). A 50 g serving of bread or rolls typlcally contams

less than 360 mg sodium (Ref. 3) and would meet the second-tier ocriterion,o o
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Contrast that with individual foods such as pastagor potato éalad, Wthh h:eave
a reference amount of 140 g (§ 101.12(b) table 2 “’Salads‘ PaSté or potato :
salad”). Assuming other aspects of the * ‘healthy” definition are met, 140 g of
pasta or potato salad must contain no more than 360 mg sodium to be
considered “healthy,” although the reference amount fO’IV“ pasta or potato salad
(140 g) is almost three times that of bread or rolls (50 g). Many other individual
foods are similar to the bread and rolls, hav,ing a reference amount on the lower
end of the scale, which allows those products more flexibility in their sodium
level.

Additionally, the agency believes that some ijndiv‘iduél food’S m‘ay be close
to meeting the second-tier sodium level. If the second-tier sodium level goes
into effect, manufacturers may choose to reformulate such products in order
to retain a “healthy” claim.

The ConAgra petition and other comments identified a few specific |
categories of individual foods for which the ability to make “’he‘a_l,thy” Cl'aiins‘
could be negatively affected by permitting the second-tier sodium levels rtcjtak’ey
effect (e.g., soups, cheeses, frankfurters, and luncheon ’meats). FDA “exa\mined

the marketplace data analysis for these specific food categories (Ref. 2.

The total number of “healthy” wet and dry soup products avallable in the
marketplace increased during 1993 through 1999. In 1993 104 “healthy” soup
products were on the market. In 1999 over 20 more products were avallable
for a total of 126 “‘healthy” soup products in 1999. The number of “healthy”
brands remained steady at six in both 1993 and 1999.

The peﬁtioner indicated that its ‘,‘healthY" soup productswould n(;t’ bfe o
able to meet the second-tier sodium level. The peiitioner stated that it had

expended numerous resources (e.g., consulting with experts in the field of foodi ;
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technology and conducting research and de‘velbpment programs with flavor
companies) and was not able to find a satisfactory salt repiacément forits
“healthy” line of soups.
On the other hand, a comment by a major manufacturer of soups claimed
that it has been able to reduce the sodium levels in its “healthy” soups and

is currently able to meet the second-tier sodium level for “‘healthy” individual

foods. The comment from this major soup manufacturer indicated thatit was

able to reformulate its “*healthy” soup product line by modifying the flavor
system with ingredient changes on a product by product basis. The comment
also noted that reducing sodium in a product is téchnically diffi‘Cul‘t"bu't‘nét
unsolvable and that the flavor profile of a product can be manipulated SQ that

it maintains consumer appeal.

Because one major soup manufacturer has béen able to develop a
“healthy”” soup line that meets the second-tier sodium level for “healthy” |
individual foods, FDA tentatively concludes that it is technologically feasible
to produce a “‘healthy” soup product that meets the second-tier sodium level
and is palatable to consumers. The petitioner also stated that cheese might not
be able to meet the second-tier “healthy” sodium requirement because salt is
required in the manufacturing process and cannot be rkeduce'd‘ without
jeopardizing taste and texture. The petitioner also contended that if FDA
permits the second-tier sodium level to take effect for individual foods, :thére’ -
will be no ““healthy” version of cheese in the marl%etplac‘é; N R |

Another comment stated that if it is not possible to manufacture a |
“healthy” cheese, then no exception should be médek, and Cheese prOducté
should be removed from the “healthy” marketplace until manufacturei‘s af‘e |

capable of producing a cheese that meets the “healthy” definition.
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The petitioner’s comments regardmg cheese are remforced by the trend

seen by FDA in its marketplace data analysis (Ref. 2). For example there has o

been a general decline in the number of “healthy” cheeses in the marl'(etplace.
In 1993, before the final rule defining “healthy’” was issued, there were a total

of 60 “healthy” cheese products with 3 different brands on the market;

however, in 1999, the numbers dropped to 32 products with only 1 brand in

the marketplace. Furthermore, in Spring 2001, FDA staff made an informal |
telephone inquiry to the customer service center of the only manufacturer of
“healthy” cheese 1dent1f1ed in the marketplace data analysis for 1999 (Ref 5)

The manufacturer indicated that its “healthy” lme of cheese had been

discontinued. To the best of the agency’s knowledge, no new manufacturer has

entered the “‘healthy” cheese market.
FDA agrees that cheese generally requires salt inthemanUfaCturing
process. Cheese is made from the coagulation of milk into curds ‘and”\?\‘rhe‘y‘i |

The whey is drained off and salt (sodium chloride) is typically added to the

curd to control microbial growth and enzyme activity, assist in curd synthesis

(whey expression), and directly cause changes in Zcheeyse, proteins that willj
influence cheese texture (Ref. 6)The agency requ:fests comments onkWhethier
salt is the llmiting element in achieVing a"“'healthy” cheese and whether salt
'can be removed from the cheese-making process. e TR e

FDA notes that “healthy” cheeses may have been removed from the

marketplace for reasons other than the sodium requirement. Some “healthy”

cheeses (e.g., light mozzarella cheeses) were able to meet the proposed second-
tier sodium level for “healthy” individual foods; nonetheless those products
were removed from the marketplace (Ref 5). In add1t1on to sodrum cheese

also typically contains fat and saturated fat, Wthh have been[ 1‘dent1f1edk as |
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nutrients to limit when constructing a “he’althy"’ dlet V'(Ref. 1). Because the;
“healthy” claim sets limits on all three nutrients, the multiple requirements
may be the reason why “healthy’” cheeses are no longer in the marketplaoe. |
FDA requests comments that would help clarify Whether it 1s the sodiurn limit,
the fat or saturated fat limits, the combination of hmlts or some other factor
or factors that have resulted in manufacturers dlscontlnulng the manufacture

“and marketing of “healthy” cheeses.

Further, the agency is not persuaded that it ri,Sl}_DBQQSS,aIY to provide for
“healthy” cheese since the lack of a ““healthy” cheese product is not lik"ely‘
to prevent Consumers from construoting a diet co,nsistentwith d1etary f
guidelines. Although cheese contributes calcium ,tothe\diet[Ref. 1), consumers
can obtain their reference daily intake (RDI) of o\aloium from many ’othe‘r ”
sources such as low-fat milk, yogurt, and dark-green leafy vegetables, to name
a few. o | | ’

For consumers who choose to eat cheese, there are alternative cheese
products such as “reduced fat” or “veduced Sodium’_’wcheeses. These CIairriys
accurately describe the specific attributes of the product W1thout clalmlng that

it conforms to the requirements for “healthy

FDA also is concerned that treating cheese dlfferently from other foods ‘
could be misleading to consumers trying to construct a healthy diet. Cheese
has a small reference amount (30 g) (§ 101.12(b), table 2, “Dairy Products and
Substitutes: Cheese, all others except those llsted as separate Categones——— :
includes cream cheese and cheese spread”), and therefore, more than, one
“serving can be consumed easily. In general appro‘xim"ately 3'2‘ gto46gof :
cheese is consumed per eating occasion (Ref. 7). Beoause the actual amount

consumed is typically larger than the referenoe amount (30 g) it appears that
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consumers will be better served if thé second-tlersodlumleve]apphes tb al]
foods, including cheese. Applying the Second—tiei} éOdium level td cheese Wﬂl
help maintain a reasonable sodium intake even for those people who chspme
larger amounts of cheese.

However, FDA invites comments on whether having no "‘“healthy” chéeses -
may have a negative impact on consumers, and ifiso, whether the agency éould
establish a reasonable alternative sodium requirement for “‘healthy” cheese.
Alternative methods might include: (1) Leaving cheese at the current firstf;tier
sodium level for “‘healthy” individual foods (480 mg) or (2) establishing -
“healthy”’ sodium’ levels based on a percent reduction of market-baSk,ét: ho.i*ms. .

The firé;t alternative Ofl@éviﬁhg cheese at thé: dUrrent first-ﬁer sodium ]éVel ,
for “healthy” individual foods may encourage chées@e‘ mahufat:’t”ur‘er's to r_éeﬁ-ntét |
the marketplace, since they would no longer havé to face uncertainty as to
whether the sodium level would be reduced to the second-tier level. The
marketplace data analysis showed that there were 32 “healthy” cheese

products in 1999, demonstrating that manufacturers were capable of producing

a “healthy” cheese at the current first-tier sodium level. P

The second alternative of establishing a “heaithy” sodium ylévwel base,dj on
a market-basket norm may not be practical for all individual foods but mair
be appropriate for cheese because of its special ,m;anuﬁfaycturifng‘ process.‘To; |
consider both alternatives, it would be helpful to have additional information,
such as: (1) The sodium levels for various cheeses currently ln the marketﬁléce

that do not bear the term “healthy” (i.e., the current market-basket norm) and

what might be an achievable percent reduction for sodium from that market-

basket norm; (2) the impact that exempting cheese, not exempting cheese, or

establishing an alternative sodium level would haveon diets; (3) the mihiﬁmm' b
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levels of sodium that can be achieved in the productlon of an acceptable Cheese

product; (4) the technology available to reduce sodlum leve]s in cheese S

products; and (5) the extent to which salt (sodium Chloride) is required in :the :
cheese-making process.. ’ ’

Comments received in response to the ANPRM also indicated that
frankfurters and luncheon meat may have dlfflculty meetlng the second- t1er
sodium level of the “healthy” definition. However, those produots fall out51de
FDA’s jurisdiction, as they are regulated by USDA,; therefore, they are not
addressed in this proposal.

Another issue raised by the petitioner was the role of salt as a preservative
in refrigerated foods, particularly meat and poultry prod”ucts, because the
petitioner contended that refrigeration alone cannot be relied upon to ensnre
food safety. However, a comment stated that the difference between the first-
tier (480 mg) and the second-tier (360 mg) sodlum levels is 1n31gn1f1(:ant w1th
respect to food safety. The comment noted that sodlum does not protect agalnst
microbiological contammatlon in prooessed meats and that no one factor 1s |

responsible for product safety.

Again, since meat and poultry fall outside FDA’s ]urlsdlotlon they will
not be addressed in this rulemaking. The agency requests comments on
whether sodium levels of 360 to 480 mg are protective and play a role in food
safety for foods that FDA regulates; whether changing ﬁom the first- to the;
second-tier sodium level would negatively impact food safety; and what other
preservation methods could be used to ensure food safety in conjunction With ,
lower sodium levels. :

~ Based on the data summarized, it appears that: (1) A reasonable number

of “healthy” individual food products were available in the marketplace from
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1993 through 1999; (2) in many food categories there has been an increasein =

the number of “healthy” products and brands; and (3) many‘“nealth}?”’ -

individual foods, such as those with reference amounts at the lower end of ‘

the scale or those that typically contain limited amounts of sodium, would =~~~

remain unaffected by the proposed change to the second-tier sodium level for
individual foods. Therefore, with the possible exception of cheeses, the ovieraII ‘
‘impact of permitting the second-tier sodium level;to take effect for individual
foods appears to be limited to minor reductions 1n the number of “h‘ealt‘hyi” a

products in some food categories.

Accordingly, the agency tentatively concludes that the second~tie‘r“sodi1‘1m |
level is the appropriate sodlum requirement for the healthy deflnltlon for
individual foods. The agency believes the second tier sodlum level prov1des
a meaningful definition of ‘healthy” that will enable consumers to construct
a diet that is consistent with current dletary guidelines but is Tot so narrow‘ly
defined as to disqualify many foods that are recommended to be in the diet
(59 FR 24232 at 24240).

Therefore, the agency is proposing not to amend the second-tier “‘healthy”
sodium level of 360 mg for individual foods in current§1 01.6’5‘(d)(2‘)’(ii)’”(f(3)%( 1)
and (d)(2)(ii)(C)(2), and (d)(3)(ii)(C)(1) endk(d)(VB)(i:i](C)‘(Z)‘. These paragraphfs”are '
being revised in format, however," as discussed in %sectfion III. F of this
document. The second-tier sodium level for individual foods is to take effect N
at the end of the stay period, January 1, 2006 (67 FR 30795).

The agency is requesting comments and information on the potential S
impact of the second—tier sodium level on speciﬁo individual food categ‘ori%es.

~In particular, FDA is seeking information on the range of sodium content in
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food categories and the proportion of products that contain sodium at or below

the first- and second-tier levels of current §101.6'5. o

2. Dietary Supplements

Dietary supplements, like other individual foods, must 1neet all of the:
'requlrements in §101. 65(d)(2) to rnake “healthy” claims. FDA has evaluated
data for dletary supplements and tentatively concludes that pernnttlng the
second-tier sodium level to go into effect is unlikely to reduce the avallabl_hty
of “healthy”” dietary supplements. The agency assessed the prevalence of |
dietary supplement products that contain salt or sodium and are labeled as
“healthy.” The agency used a database developed by Research Triang_le; |
Institute (RTI) (Ref. 8), which includes detailed information on approximately

3,000 dietary supplement products collected between November 1999 and

February 2000, including information from labels of products purchased from

retail establishments and information taken from mail-order catalogs and

Internet sites. In selecting dietary supplementprdduct‘s,"RTI used the definition

of “dietary supplement” from the Dletary Supplement Health and Educatlon e

Act of 1994 (Public Law 103—417), which 1ncludes among other thlngs
vitamins, minerals, herbs and other botanlcals and amino a(:1ds (section 201(ff)
of the act (21 U.S.C. 321(ff))). RTI included only mformatlon avallable to
consumers at the point-of-sale.

- The RTI sampling procedure was designed toy include the Jmaxinium t
number of different products and different 1ngred1ents which led to a
relatively greater varlety of products than would be representatlve of consurner ,
purchase patterns. In order to get as many products as p0331ble with dlfferent
characteristics, RTI over- sampled health food stores. This led to an over- sample

of herbals and botanicals, which, accordlng to the database are more hkely



to contain sodium. Thus, the design of the survey (e.g., how th‘eproducts} \}rere
sam