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RE: Petition for the Issuance of a Rule Regarding Natural Label Claims
Dear Dr. Post:

The August 2005 change to the USDA Food Safety and Inspection Service (FSIS)
Natural Policy renders the policy’s guidance internally inconsistent and creates
confusion regarding whether a meat or poultry product bearing a Natural claim may
vet contain chemical preservatives and synthetic ingredients, Because the interests of
consumer protection and confidence require clarity and certainty in the use of the word
“natural” on product labeling, Hormel Foods Corporation hereby submits this Petition,
under 7 CFR 1.29 and 5 U.S.C. 353(e), for the Issuance of a Rule Regarding Natural
Label Claims.

. Action Requested

Hormel Foods Corporation requests the USDA Food Safetv and Inspection
Service to initiate rulemaking procedures to amend 9 CFR 317 and 9 CFR 381.129 to
codify the definition of "natural” and clarify the circumstances under which it may be
used on the label of a meat or poultry product. Consistent with current longstanding
policy and practice, a meat or poultry product should not bear a “natural” label unless
(1) it does not contain artificial flavorings, artificial coloring ingredients, other artificial
or synthetic ingredients, or chemical preservatives, and (2) it 1s not more than
minimally processed. lssues of consumer confidence and consistency in labeling dictate
that exceptions for specific chemical preservatives and synthetic ingredients should not
be allowed.!

b Consistent with 21 CFR 100, 1084a)(3}, the: only excephion that should be allowed are specific and
unavoidable mcidental additives or processing aids.



[I. Background

Consumer interests in natural products are rising. Not surprisingly,
manutacturers are seeking to establish marketing presence in this growing niche.
Efforts by manufacturers to meet consumer preferences are generally applauded,
Recent changes in the USDA F5IS's Natural Policy, however, provide inconsistent
E_l;uid.i!nn-r which may provide Il:'l{TFI]'I[:III:H that would allow manufacturers to fII'EII'I!"FI'U[':'ItL"
exceptions in the Policy to confuse consumers and erode the meaning of the Natural
label.

A. Prior Natural Policy

The vriginal Matural Policy was issued over 23 years ago, on November 22, 1982,
This prior Policy was consistent with consumer expectations and was easily understood
and applied by industry and regulators alike.

The term “natural” may be used on labeling for meat and poultry
products, provided the applicant tor such labeling demonstrates that:

(1) the product does not contain any artificial Havor or
Havoring, coloring ingredient, or chemical preservative {as defined
in 21 CFR 101.22), or any other artificial or synthetic ingredient; and

(2}  the product and its ingredients are not more than minimally
processed,

Minimal processing may include: (a) those traditional processes
used to make tood edible or to preserve it or to make it safe for
human consumption, e.g., Hrnu_ils.ing, roasting, freezing, dl'j.-'ing, and
termenting, or (b} those physical processes which do not
fundamentally alter the raw product and/or which only separate a
whole, intact food into component parts, e.g., grinding meat,
separating eggs into albumen and volk, and pressing fruits to
produce juices.?

B. Current Natural Policy
In August 2005, the Policy was changed. The basic two-part requirement

remains unchanged. It continues to prohibit chemical preservatives, artificial flavorings
and colorants, and other arkificial or svnthetc ingredients and n_-qu:'ru.n. that Fl-r-::-Lh.l:L't-: b

* Policy Memo 055 (Mow, 23, 1983},
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minimally processed. The new Policy further provides additional guidance regarding
the use of ingredients that have been more than minimally processed and differentiates
“natural product” claims from “natural ingredient” claims.

Two new provisions of the Natural Policy, however, create inconsistency within
the Policy and, consequently, the potential for consumer confusion and erosion of the
sigmiticance of the natural claim. These provisions are (1) the acceptance of sodium
lactate [rom a corn source for “all natural” claims and (2) the reference to the National
Orpanic Policy for acceptable ingredients allowed for “all natural” claims.

The current Natural Policy provides:

The term “natural” may be used on labeling for meat and poultry
products, provided the applicant tor such labeling demonstrates
that:

the product does not contain any artificial Havor or
Havering, coloring ingredient, or chemical preservative (as
defined in 21 CFR 101.22), or any other artificial or svnthetic
ingredient; and

the product and its ingredients are not more than minimally
processed,

Minimal processing may include: (a) those traditional processes
used to make food edible or to preserve it or to make it safe for
human consumption, e.g., smoking, roasting, treezing, drving, and
fermenting, or (b) those phyvsical processes which do not
fundamentally alter the raw product and/ or which only separate a
whole, intact food into component parts, e.g., grinding meat,
separating eps into albumen and volk, and pressing fruits o
produce juices.

Relatively severe processes, e.g., solvent extraction, acid hvdrolysis,
and chemical bleaching would clearly be considered more than
minimal processing. Thus, the use of a natural flavor or flavoring
in compliance with 21 CFR 101,22 which has undergone more than
minimal processing would place a product in which it is used
outside the scope of these guidelines. However, the presence of an
ingredient which has been more than mimimally processed would
not necessarily preciude the product from being promoted as
natural. Exceptions of this type mav be granted on a case-by-case
basis it it can be demonstrated that the use ot such an ingredient
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would not significantly change the character of the product to the
point that it could no longer be considered a natural product. In
such cases, the natural claim must be qualified to clearly and
conspicucusly identify the ingredient, e.g., "all natural or all
natural ingredients except dextrose, modified food starch, etc.”

All products claiming toe be natural or a natural food should be
accompanied by a brief statement which explains what is meant by
the term natural, i.e., that the product is a natural food because it
contains no artificial in gn:dii_‘ntﬁ and 15 omly minimally processed,
This statement should appear directly beneath or beside all natural
claims or, if elsewhere on the principal display panel; an asterisk
should be used to tie the explanation to the claim.

The decision to approve or deny the use of a natural claim may be
atfected by the specific context in which the claim is made. For
example, claims indicating that a product is a natural food, e.g.,
“Natural chili” or “chili - a natural product” would be
unacceptable for a product containing beet powder which
artificially colors the finished product. " All natural ingredients”
might be an acceptable claim for such a product.

Mote: Sugar, sodium lactate (from a corn source), natural
flavorings from oleoresins or extractives are acceptable tor "all
natural” claims.

This entrv cancels Policy Memo 055 dated November 22, 1982

See; 7 CFR NOP Final Report, part 205,601 through 205.606 for
acceptable ingredients allowed for all natural claims.?

I Argument

Agrencies and citizens alike have long recognized the necessity of a clear
definition of the word “natural” used on labeling claims. Consumers are confused as to
the specific meaning, but are consistent in their assumptions that ‘natural’ products do
not contain artificial or synthetic ingredients or preservatives.

The new FSIS Natural Policy does little to solve-and will likely only exacerbate-
consumer confusion. Its tar-reaching exemptions for certain artificial and synthetic

"United States Department of Agricolture, Food Safeby and Inspechon Service, Office of Polcy, Program
and Emploves Developrment, FODD STANDARDS AND LABELING P'OUCY BOOE, Aug, DK
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ingredients and preservatives swallow its purported prohibitions on such ingredients,
rendering the Policy meaningless and evoding the meaning of the Natural claim.

A. Interests of Consumer Protection and Confidence Dictate Codification of
the Natural Claim.

Agrency recognition of the need for a clear definition controlling Natural claims
and consequent attempts at formal rulemaking date back to the early 1980s. Recent
citizens petitions filed with the Food and Drug Administration (FDA) underscore the
continued need for codification of the Natural Claim.

1. Agencies have long recognized the need for a clear definition of
"I'lahlrﬂl-"

The great consumer interest in a clear definition for “natural” label claims is
demonstrated by over 20 years of rulemaking history. In the early 1980s, the Federal
Trade Commission proposed to define “natural” foods as "those with no artificial
ingredients and only minimal processing.”* When the effort was subsequently
abandoned in 1983, the FIC rationalized its inaction by noting its proposal concerned
only advertising and trusting the consumer would be properly informed by product
labeling.® Commissioner Michael Pertschuk’s separate statement, however, voiced
continued concern for consumer protection:

This abdication invites a free-for-all for deceptive health
claims for food —claims which will cynically exploit and
distort growing public concern with diet and health,
Advertisers will continue to spend fortunes to promote high
tat foods as healthful, highly processed foods as natural, and
'r'sij'.;h calorie foods as “dietetic” or as miracle EneTgy tonics”

The next effort to define the term “natural” came from the Food and Drug
Administration in 19897 As the agency noted, " The meaning and use of the term
‘natural’ on the label are of considerable interest to consumers and industry.” 1t further
concluded “that uses of "natural’ claims are confusing and misleading to consumers and
frequently breach the public's legitimate expectations about their meaning.”* Because
of the consumer interest and widespread use of the berm, FDA concluded that it should
define the term. "FDA believes that if the term "natural’ is adequately defined, the

1 e 48 TR 23270-01

o bdat 3270 " Thus consumers have ready access o much of the information coverad in the food rule at
the: proant of sale, whaere if 15 of most value fo the decision to parchase™ N

", at 32T

T 54 FR 6421

' 5h FR 60421, 6lH6h,



ambiguity surrounding use of the term that results in misleading claims could be
abated.”"™

In response to its advance notice of proposed rulemaking on this issue, FDA
received 430 written comments addressing the terms “light”, “fresh” and “natural.”
These comments almost universally agreed the FDA should act as quickly as possible to
define these terms. " A common concern noted the unregulated use of such descriptors
resulted in consumer confusion. One comment noted the terms were “meaningless”
and " primarily used as marketing tools rather than as guides for the health conscious
consumer.” 1! By contrast, food industry representatives requested flexibility in the use
oof the JEH:.Tiph:J‘.li.]:'

In 1993, however, citing resource limitations and other priorities, FDA
abandoned its efforts to define “natural.” This was in spite of its continued belief that
the term should be detined to avoid misleading consumers. ™

2. A clear definition of “natural” will further consumer and industry
interests.

a) Consumers continue to report confusion and call for
rulemaking to define “natural.”

The agencies” earlier acknowledgements of consumer confusion continue to be
reaftirmed in consumer research and recent rulemaking petitions. General consumer
interest in eliminating artificial ingredients and preservatives from their diets is on the
rise. In 2001, only 8% of consumers checked food labels to determine the type and
presence of preservatives in foods, By 2003, that number had increased dramatically, to
67%. On the other side of this interest in food labeling, however, is continued
consumer confusion regarding the meaning of “natural "3

Businesses and citizens groups have taken up the rulemaking gauntlet where the
agencies left off. On February 28, 2006, the Sugar Association petitioned the FDA to

1 4,
% Id. at bika2]-23
I T4, at G223
[ ]I.II
17 58 FF. 2302, 2407
A, Elizabeth Sloan, Matural Foods Marketing Directions, FOOUTECHROLOGY, 14 (May 20035 [heredmafter
"Matural Foods Marketing Directions™],
“ Care should be taken not to follow the lead of the National Crganic Policy’s allowance of several
different levels of "organic.” Ome source refers o organic as an "endangered category™ as oo many rodies
and different standards are causing consumers to lose trust. A Elizabeth Sloan, Mew Product Showcases
Sizzle with Sensational Ideas, FOODTECHNOLOGY 36—, 40 (Sepr. 2005) [hereimafter “MNew Product
Showecases Sizzle™|,
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define “natural” for labeling claims.' In support of the need for the rulemaking, the
petition cites the “steady growth of consumer interest in natural and organic products”
and stated that 63% of consumers prefer natural foods and vegetables.'” The petition
requests the FDA to eliminate consumer confusion and mimmize misleading claims by
adopting strict regulations defining “natural.” It further proposes that the FDA
maintain consistency across the federal agencies by defining “natural” consistent with
the current USDA policy.”® On March 13, 2006, the Center for Science in the Public
Interest wrote in support of the petition,

Consumer research continues to report confusion among consumers as to the
meaning of “natural” and underscore the need for a clear definition. Survey results
cited by the National Consumers League state focus group participants “unanimously
agreed that there was a need for greater regulation of the ‘natural’ products regarding
labeling, advertising, and industry standards. ¥ Consumers report interest in regulabion
that would define “natural™ and develop standards to control the presence of
preservatives, chemicals, additives and the degree of processing,

[n the absence of a codified definition, the Center for Science in the Public
Interest {CSPI) has resorted to enforcement action requests and threats of lawsuits to
protect the integrity of "natural” claims. In July 2002, CSP1 requested the FDA to take
entorcement action against Ben & Jerryv's Homemade Holdings, Inc. for false and
misleading “all natural” claims on its ice creams, O5P1 alleged the ingredients, partially
hydrogenated sovbean oil, alkalized cocoa powder, corn syrup, and corn syrup solids,
were not natural .21

In May 2006, CSP1 again took on a major food products manufacturer’s “natural”
claims. This ime, CSPI alleged Cadbury Schweppes Ple d/b/a Cadbury Schweppes

= Letter from Andrew C. Briscoe 11, Pressdent and CEO, The Sugar Association e Docket Management
Branch. Food and Drug Administration (Feb. 28, 2006) [hereinafter “Sugar Association Petition™].
O, ab 34,
¥ Maintenance of consistency in the defmibion of “natural” scross the federal agencies obyv o]y is
critical to climinating consumer confusion. However, due to the problems with the current USDA
Matural Policy described e, it is respectfully submitted that FDA should not codify the carrent US10A
ilesfirvition,  The pl:}.';slhi]'it_lr' that FI1 A may ack pursuant b this ﬁugnr AguorisHON' S petili-nn undercors the
need for USDA o act quickly to codify a workable definition
* Letter from Stephen Gardner, Director of Litigation, Center for Science in the Public Interest to Docket
!'k‘l.111._|gl’.‘|!!r:'|:'|.|: Branch, Foodd amd D.rur_ Admimstration I:H.ﬁl:'. 13, ﬂmﬁ:l. atierdihife
I_'ILI_E'- Owowwoorpinet org ) n v :Hﬂ:_L_n'q;ur;tl rn;ilHwar:‘fl-'hl,?gin‘lrnl':'nll_
¥ Matienal Consumers League, Maturally Misleading: Consumers’ Understanding of “Matural® and
"Plant-Derived” Labeling Claims, somlable of hitp./ S nclnet org S naturalseeport. pdf [heremafler
"Maturally Misleading”]
1 Letter from Michael F. Jacobson, Phil, Executive Dinector to Christine Lewis Taylor, Ph.0 Dhirecior
of Oifice of Nutritional Products, Food and Drag Adminmstration (Juby 240, 208862 aoailabie of
Wi cspined org new S padf/ b complaint. pdf; s alss Stop Labeling Lies, Ben & Jerry’s Fudging the
lruth, Says CS, aomilmhle af, hitp Deww stoplabelinglies com /complaints / benand jerry . htmi
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Americas Beverages and Dr. Pepper / Seven UP, Inc, (collectively "Cadbury™) engaged
in unfair and deceptive acts. In a letter to Cadbury executives, CSPI stated its intention
to file a lawsuit over Cadbury’s marketing of 7Up as “natural” despite the presence, in
the beverage, of high fructose corn syrup, which is not considered minimally
processed, =

b} The codified definition of “natural” should comport with

already-established consumer beliefs regarding “natural”
foods.

The proposed codified rule should comport with the consumer’s current
understanding of “natural.” As part of its petition, the Sugar Association
commissioned a consumer survey. That survey concluded 83% of respondents thought
the agencies should implement rules governing “natural” label claims. When asked
what “natural” meant to them, 85% of those su rveyved said they would not consider any
food containing an artificial or a synthetic ingredient to be natural. Regarding
processing, 32% thought the amount of processing and 60% agreed albering of raw
materials should disqualify a food from a natural claim. 2

Other qualitative consumer research indicates the consumer believes the concept
of “natural” applies to substances that can be found in nature or are obtained from
renewable sources and are not chemically synthesized or modified.* The term indicates
the absence of artificial colors, artificial fragrances, preservatives and synthetic
functional ingredients.® Quantitative results indicate that 75% of consumers believe
natural products are made without chemical additives.?

B. The New Exceptions Added to the Current Natural Policy Create Internal
Inconsistencies in the Definition and Render the Mational Claim
Meaningless.

Consumers want a " Natural” label they can trust. They believe it means the
product that bears the label contains no artificial ingredients or preservatives and is

7 Letter from Stephen Gardner, Director of Litigation, to Gilbert M. Cassagne and Todd Stitzer (May 10,
20K, avartafile al www capamest org S mew Cpodf S cadbueynotece, sdf,

2 Sugar Assoctation Petition, supra note 16 at 9

“# Lambros kromidas, Making Matural Claims for Personal Care Products: There are no Regulatory
Cetiilelimies bl the Industey should Pt Aside thedr Va rying Ievberrescks and Corsedior what Conmomirs
Expect from Prosducts that make Varions “Natural” claims and Formulate Their Froducts Accordimgly,
HOUSEHOLD & PERSCMNAL PRODUCTS INOUSTEY {Dec. 1, 2004), aomiohie i,

bbb/ Owdoneis com S new ) framedo Mo kenBey=rsh-H1 184768 XL MAE0S Etargot=resu b, [hereinaltes
"Wa L]upl Makural Claivms bor Persomal Care Prodie h"]

S0, eiting D ber-Smith, 000 2002 Matural Ingredients and Cosmecueticals Collide - First Movers are
F!t'L'H.IE Garesn Soap & Cosmelics, it A2-330)

I Alaturally "-.'1i.'i.[|fddi11g, cueprenr rei i




accomplished with minimal processing. The new FSIS MNatural Policy fails to provide
tor these consumer needs.

Two of the last three paragraphs in the new Natural Policy contain excephions
for {1} ingredients appearing in the National Organic Policy and (2) corn-derived
sodium lactate. These exceptions swallow the rule by allowing the presence of artificial
ingredients, synthetics and chemical preservatives in “natural” toods. The initial
prohibition and subsequent approval of such mgredients renders the Policy internally
inconsistent and impracticable, thereby exacerbating consumer confusion and eroding
the meaning of Natural claims.

1. The Reference to the National Organic Policy for Acceptable
Ingredients for All Natural Claims is Inconsistent with the initially-
stated Prohibition on Artificial or Synthetic Ingredients.

The reference to the National Organic Policy (NOP) for a list of acceptable
ingredients allowed for natural claims runs afoul of the directive that “natural”
products cannot contain “any artificial flavor or flavoring, coloring ingredient, or
chemical preservative (as defined in 21 CFR 101.22), or any other artificial or synthebc
ingredient[.]” The NOP allows ingredients that, even though thev may be naturally
derived, would, within context, be considered "artificial” within the Natural 1'-‘-:||lj»-:'11 For
example, compare the allowance, in the NOP, for “colors, nonsynthetic sources only™
with the following language in the new Natural Policy:

The decision to approve or deny the use of a natural claim
may be affected by the specific context in which the claim is
made, For example, claims indicating that a product 1s a
natural food, eg., “"Natural chili” or “chili - a natural
product” would be unacceptable for a product containing
beet powder which artificially colors the finished product.

The above-quoted passage would specifically prohibit a Natural claim tor chili
colored with beet powder. However, the reference to the NOP appearing a mere five
lines below this passage would approve it. This internal inconsistency creates
confusion and renders the Natural label meaningless.

Similarly, the NOP allows synthetic ingredients,® which, by reference, the new
Matural Policy would now also allow for foods for which a Natural claim is made. Thas,
again, creates an inconsistency within the policy as it would again run afoul of the
Policy's initiallv-staked prﬂ.‘:hil‘.litiﬁn on synthetic ingredients.

E7CIR 205605 (a)
*7CFR 205605 (b



2, The Exemption for Sodium Lactate is Inconsistent with the “No
Chemical Preservatives” Directive.

The new Natural Policy now also allows the presence of corn-derived sodium
lactate in meat and poultry products which would bear a Natural label. This is
inconsistent with the Policy’s initial prohibition on chemical preservatives.

Under both the prior and new Natural policies, an applicant for a Natural claim
has to demonstrate that its product does not contain any “"chemical preservative (as
defined in 21 CFR 101.22)." By definition, under 21 CFR 101 22, a “chemical
preservative is "any chemical that, when added to food, tends to prevent or retard
deterioration thereof.” The rule specifically exempts the common natural preservatives,
"common salt, sugars, vinegars, spices, or oils extracted from spices, substances added
to Food by direct exposure thereof to wood smoke, or chemicals applied for their
insecticidal or herbicidal properties.”=

Sodium lactate “tends to prevent or retard deterioration” of food products to
which it is added —it is a “chemical preservative.” This is explicitly recopnized in 9
CFR 424 22, which states that sodium lactate is used “to prohibit microbial growth” on
“various meat and poultry products.”

a) Even naturallv-derived sodium lactate 1s a preservative,

Sodium lactate is a preservative regardless of its derivation. A recent print
advertisement by Purac, a leading seller of food ingredients, makes this explicit. It
advertises "natural” lactic acid and states its benefits as " increasefd] shelf life",
“'impruwa:] Food safety” and "cnntt‘{:l[ling] pathﬁ:.r_m'lﬁ.""”

b} Sodium lactate is a preservative even at very low amounts.

Even when used in amounts much less than the 4.8% levels cited in 9 CFR 424.22,
sodium lactate is an antimicrobial. Whereas 9 CFR 424.21 also states that sodium lactate
may be used as a flavoring at levels not to exceed 2% of the product formulabion, 9 CFR
424.21 and 9 CFR 424.22 are not mutually exclusive, Section 424.22 provides only the
upper limit for sodium lactate used as a preservative. It prescribes no lower limit below
which sodium lactate is not considered a preservative. Section 424.21 merely provides
the upper concentration of sodium lactate used as a flavoring. Nowhere do these rules
state — or even imply — that sodium lactate is not a preservative, even when used at a
level that would also qualify it as a flavorant in certain products,

&M CFR 10122
2 e Exbabit B hereto
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[n fact, Purac’s Opti.Form® Listeraa Control Model 2805 — the computer model
manufacturers use to calculate the antimicrebially effective amount of sodium lactate
added to their products —indicates sodium lactate is a preservative even when present
at very loww levels, The chart below summarizes the ﬂpli,Fnrm model results for
differing levels of sodium lactate when added to a cured product.™

Weight % added Sodivm Lactate | Time fo 2 lop Increase in Lisferd IHifference in Time to 2 log
- Growth Increase from 0 added Sodivm
Lactate
0% AT to _13_4.13_1;:; - n/a
0.5% - | 37 to db davs b to 8 days
1.0% 46 1o 58 davs 15 to 20 days
1.5% | 5B to 74 davs 27 to 36 days
2.0% B | 75 to 97 days M to 59 days
25% | 103 to 134 days 72 to 96 days

As the model demonstrates, even when present at only 1% of the product
formulation, sodium lactate inhibits microbial growth and confers a two to three week
increase in shelf life. At only 2% —the rate up to which some may argue sodium lactate
is present as a flavoring — microbial growth is inhibited sufficient to conter a six to eight
week increase in shelf life.

These results are further substantiated by reference to the Oscar Mayer patents,
which claim antimicrobial effects — specifically a delay in the growth of Clostrdinim
botulimem — at lactate levels as low as 1% of the product formulation.®? “The levels of
the lactate salt which delay the toxin formation compared to the control are amounts
which are effective for delaying the clostridium botulinom growth. In general these
amounts range from about 1 to about 7 percent lactate salt and preferably are in the
range from about 1.5% to 3.5% lactate saly "

¢) Removal of Lactate Preservatives Need Not Compromise Food
Salety.

Contrary to arguments that may arise from manufacturers wishing to market
“natural” products containing preservatives, the removal of lactate preservatives from
"natural” tood products will not compromise tood safety. It must be reiterated that
“natural” is strictly a voluntary claim. If a manufacturer cannot ensure the safety of its
products without the addition of lactate preservatives then it is free to omit the
“natural” claim from its labels, Responsible manufacturers would not sacrifice food
satety in the interests of a marketing initative.

Uoser Exhibat O for actual miode] mesults

2 b Exhibit ¥ for the Oscar Mayer patents, 4,798,729, 4 888,191, 3,007,391,

WS Fatent Mos. 4,798,729 at lines 20-26; 4.888, 191 at limes 16-22; 5017391 at lines 18-24.
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Use of lactate preservatives is not the only avenue for controlling microbial
grl{'rwth. Common salt, sugars, vinegars, spices, srrmking, roasting, I.I‘L‘EE.I]'IH, dﬁ-‘ing and
fermenting are all natural methods to preserve food and make it safe for consumption.
Further, lethality processes, such as high pressure pasteurization, exist that both help to
ensure food safety and qualify a product for a "natural” claim.

The real food safety concern surrounding the acceptance of lactates in “natural”
products arises from the reduction of the amount of lactate used down to less than 2%
of the formulation to meet some arbitrary flavoring limitation.™ Whereas lactates are
preservatives™ at very low concentrations, their etechiveness from a tood satety
standpoint is extremely concentration and temperature dependent. As lactate
concentration goes down, so does its effectiveness as a growth inhibitor ¥ Similarly, as
storage temperature rises above 40°F., the effectiveness of the lactate as a growth
inhibitor 18 reduced ™ The reduction of sodium and potassium lactate concentrations to
levels at which they gualify as flavorings to obtain clearance of a “natural” claim
compromises food safety by limiting lactate to concentrations which may be ineffective
to ensure food safety, especially when combined with less-than-optimal storage
temperatures.

IV.Rulemaking is Necessary to Abate the Inconsistencies in the Current Policy,
Provide for Customer Confidence and Prevent Erosion of the Natural Claim.

As demonstrated above, the ag:—:ru:ies and consumers alike have ll‘mg rur:ui,l;ni.EEui
and called for a clear, codified definition of “natural” for food labeling purposes.
Consumers are confused and mistrustful. If F5IS is to provide for the consumer interest
and prevent misleading labeling and the associated erosion of the “natural” claim, it
must codify a clear and consistent definition of "natural” that comports with
consumers’ already-established beliefs. And it must do so in time to prevent FDA from
adopting an inconsistent Policy based on the F5IS new Matural Policy, as is called for in
the February 28, 2006 Sugar Association petition.®

H b D F R E424.21¢)
= 2 O RR 100, 22a)(5)
* Food Sabety and Inspection Service, Assessing the Effectiveness of the "Listerar mumocydogenes” Interim
Final Rule (Sepl 2004} at 26
TRE, Barakat & | r Harris, Groseth of Dasdera |:l||lr1rl.;'_|.'f|.'}|"|.':|n andd Verseenw foferoceliicg on Cooked
Modified-Atmosphere-Fackaged Poultry in the Presence and Absence of a Naturally Ocowrring
Microbiota, APPLIED AND FrVIEORMERT AL MICROMOLOGY 65:1 (Jan. 199N 245, = Hans Blom, Eva
Merbrink, Richard Dainty, Therese Gagtvesdt, Elisabeth Borch, Hilde Nissen, Truls MNesbakken, Addition
of 2 5% Lactate and 0.25% Acetate Controls Growth of Listeris momoctogerres in Vacuum-Packed, Sensory
Mcceptable Servelat Sausape and Cooked Ham Stored at 4°C, INT'L | OF FOOD WICROBIDUOGY 38 (1997 7.
in
W Sev snpd notes 1618 and accompanying discussion,
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A. Proposed Action

1. Amend 9 CFR 317.8 and 381.129 to codify the original definition of
“natural.”

As demonstrated above, the reference to the National Organic Policy for a list of
allowable ingredients for meat and poultry products bearing natural label claims is
internally inconsistent. It both prohibits and allows the presence of artificial flavorings,
artificial colorings, and other artificial or synthetic ingredients, Further, the allowance
of the presence of corn-derived sodium lactate in meat and poultry products bearing,
natural label claims also creates internal inconsistency as chemical preservatives are
initially prohibited by the Policy.

To alleviate these inconsistencies and abate the potential for consumer confusion
and erosion of the meaning of the Natural claim, Hormel Foods Corporation hereby
petitions FSIS to codify language in 9 CFR part 317.8 and 381.129 pertaining -rr]:recmcallv
to Matural Labeling Claims for meat and poultry products, The new rule should codify
the definition of “natural” and clarifv the circumstances under which it may be used on
the label of a meat or poultry product.

It is important to retain a Natural Label policy that does not allow for the use of
ingredients that are more than minimally processed and that are not, by themselves,
comsidered to be natural. This is in keeping with the spirit of the reference ko * All",
“Pure”, and "100%" found in the Food Standards and Labeling Policy Book.
Accordingly, the new Natural Label Claims Rule should include the following
provisions:

Labeling Claims: “Natural, All, 100%"

Conditions of use: The term — “natural, all, T00%" mav be
used on labeling for meat products and poultry products,
provided the applicant tor such labeling demonstrates that:

(1} the product does not contain any artificial flavor or
Havoring, artificial coloring ingredient, or chemical
preservative {as defined in 21 CFR 101.22), or any
other artificial or synthehc ingredient; and

(2) the product and its ingredients are not more than
minimally processed.

Bevond the defimifion of “chemical preservative” found in 21
CFR 101.22, it is intended that any substance, either natural

13



or chemical, which serves to retard product deterioration as
a result of microbial action would not be allowed in
products which carrv an all natural claim.

Minimal processing may include: (a) those traditional
processes used to make food edible or to preserve it or o
make it safe for human consumption, ¢.g.. smoking,
roasting, freezing, drving, and fermenting, or {(b) those
physical processes which do not fundamentally alter the raw
product and/ or which only separate a whole, intact food
into component parts, e.g., grinding meat, separating eggs
into albumen and volk, and pressing fruits to produce juices.

Relatively severe processes, e.g., solvent extraction, acid
hydrolvsis, and chemical bleaching would be considered
mare than minimal processing. Thus, the use of a natural
flavor, flavoring or flavoring agents in compliance with 21
CFR 101.22, 9 CFR 317.2, 381.118 and 424.21 which have
undergone more than minimal processing would not be
used in products that carry an all natural claim.

Category exceptions: An "all natural” claim will not be
invalidated by use of otherwise natural ingredients which
contain unavoidable incidental additives or processing aids
(as defined in 21 CFR 1H.100(@N3) which may not
themselves be considered as natural, Processing aids, such
as anticaking or antifoaming agents, have functions in foods
that are considered to be physical rather than chemical.
Their presence in the final product is insigniticant and they
have no functional effect in the finished food, Examples
include, but are not limited to, calcium silicate, magnesium
oxide, calcium carbonate, dimethylpolysiloxane and sodium
aluminosilicate,

I.abanEr ]‘LHLIJ..I_"_II'!"I"I‘H;'H‘['."{: An Yall natural” claim may e yeed
in the product name as long as it does not interfere with or
alter a standardized name {i.e., All Natural Chili with
Beans). An "all natural” claim mav also be used as an
informative label element either as a standalone feature or to
describe some specific aspect of the product (e, All
Matural Ingredients). The use of the term “all” in
conjunchion with “natural”™ must mean that the product as a
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whole is natural as stated above with no exceptions other
than those stated.

All products claiming to be natural or a natural food should
be accompanied by a brief statement which explains what is
meant by the term natural, i.e., that the product is a natural
tood because it contains no preservatives, no artificial
flavorings or colorings and is onlv minimally processed.

This statement should appear directly beneath or beside all
natural claims or, if elsewhere on the principal display
panel, an asterisk should be used to tie the explanation to the
claim,

Although some consumers or animal raisers may confuse
natural products with those that are free of antibiotics or
growth stimulants, this proposed action is not intended to
address animal raising. Such claims and the verification of
such practices, although acceptable in the use of natural
claims, will remain mdependent and outside the scope of
this proposal. (ref: F5I5 Natural and Organic Claims

http:/ [ weww fsis.usda. gov/ OPPDE flarc/ Claims/ O
Claims.htm)

2. lssue Interim Guidance

The rulemaking process can take one or more years from inception of a petition
to promulgation of a final rule. Because consumer confidence and protection of the
consumer from b-r_-jng mislead is paramount in this instance, the USDA must issue
interim guidance. This can be easily and immediately accomplished by issuing a
unilateral revision to the current Natural Policy in the same way the August 2005
change to the Policy was issued,

Leaving the new Natural Policy in place during this period will leave the agency
and consumers vulnerable to manufacturers attempting to take advantage of its
mcensistencies to obtain “natural” labeling for products that contain artificial
ingredients or preservatives or that are highly processed. To avoid misleading
advertising and further erosion of consumer confidence, the USDA should issue
guidance reatfirming the original and continuing, two-part “natural” definition that
requires the absence of artificial flavors or flavorings, artificial coloring ingredients,
chemical preservatives and other artificial or synthetic ingredients and requires
minimal processing.



Further, the rescission of the wholesale exemptions for sodiem lactate
prese rvatives and ingredients appearing on the Mational Organic Policy will avoid
adverse economic impacts to manutacturers that use the exemptions to gain a ma rket
niche, only to have their “natural” status revoked when a new rule is promulgated. [t
will also protect the investment of those manufacturers that have committed money,
time and human resources b0 development and commercialization of brue natural
ingredients and minimal processing technologies to produce safe and whaolesome
prrh.!ul.‘ba.

V. Environmental Impact

Meither an environmental assessment nor an environmental impact statement is
required.
VI.Economic Impact

It is clear that consumers are interested in mjnimn]l}l-pr{}ctsﬁmj prm]ufbi- that do
not contain artificial ingredients or preservatives. But confusion and difficulty in
conveniently finding such items are barriers to purchasing. A clear, concise definition
will benefit consumers by giving them confidence that the “natural” label really means
what they expect it to mean, thereby giving them the confidence to purchase such
products, Strong consumer interest, in turn, will encourage retailers to devote more
shelf space and marketing attention to these products — and further educate the
consumer. Finally, increased consumer and retailer demand for natural products will
give incentives to manufacturers to invest in natural ingredients and in new minimal
processing technologies. These activities in the consumer, manufacturer and retailer
ranks will result in wide-ranging positive economic impacts.

A, Increased Consumer Confidence in the Natural Label will have a Positive
Economic Impact.

1. Protection of the integrity of the Natural label will ensure the
continued growth and viability of the natural category.

“Health and wellness is no longer a niche —it's mainstream and it's a long-term
trend. "™ All reports are that consumers want to eat healthy ™ 70% of shoppers feel
their diets could be a lot or somewhat healthier and 51% are making significant efforts
to eat healthy, 52% look at the nutrition label when they buy an item for the tirst time.
26% ot consumers have purchased a food item because of information on a food

* Maryellen Molyneaus, Putting Words into Action; Services of the Natural Markefing Institute,
SUPERRARKET WNEwS [Feb. 28, 2005) [hereinafter “Trutting Words into Action” |
W5, g, PWI News Rebease, US. Familkes Taking Charge of Healkh, But Convenience is Key Dhriver in
Food-FPurehasmg Decisions, Accomding B MNew FML TREEVENTION Stady {Aug. 18, 2000, soafable af,
http: / ffmiore media / mediatext.cfm d=5635
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nutrition label and 34% have rejected an item because of nutrition label information or a
lack thereof. ¥ In 2002, 67% of shoppers checked tood labels to determine the type of
preservative present in their tood —an 8% increase over 200042

These diet concerns are raising consumer interest in, and demand for, natural
and organic products. “ All-natural” is the most frequent positive new product category
in Morth America. FoodTechnology magazine reports that traditional recipes are
making a comeback as natural ingredients and ideas are becoming paramount. ¥
According to a nationwide survey by HealthFocus, “[mlore consumers are cating
natural foods than ever before as a way of adapting litestvles with moderation and
balance as key elements[.]"* As of 2001, almost 75"% of the general population reported
using natural foods, with a large group reporting their first use of natural and organic
products in 2000.4

The consumer trend toward natural and organic preducts is evidenced by the
growing number of businesses catering to consumers wishing to purchase natural tood
products. Food sales in natural product stores reached a reported $11.4 billion in 20004
Matural Frmiu{‘.t sales in all channels reached S42.8 billion in 20003, an 8. 1% imnmcrease
from 2002, Natural product retailers saw sales of 52015 billion, reflecting a 4.9% increase
from 2002+ According to Supermarket News:

"Todav's consumers are increasingly concerned with food
satety and the question of “where does my food come from?”
They are seeking natural products — natural product sales
have topped 534 billion in recent vears and are growing —
and the advancing age of baby boomers 1s helping to drve
the category. Consumers will pay 50 to 60 cents more [or
premium organic or natural meat because the perceived
health benefits outweigh costs in many consumers” minds, *

i BRI News Rebease, U5, Consumeers Buying Fortified Foods, Organic Produce and Prescriplion Drugs
at Mation's Supermarkets, According to Shopping for Flealth 2000 (Now, 19, 2000 ), wourfable at,
hitp:/ fimi.org) media) mediatext.cfm?13=371 [hereinafter “U S Consumers Buving Fortified Foods"],
iz "';:Il'lrlﬂl rcatie al 14,
A Elizabeth Sloan, New Product Showeasies Sizele, sapra note 15 at 40
H Study Finds More Americans Eating Matural Foods, NATURAL FOODS MERCHARDISER {May 19497
45 Gk French, Skabshod of Coresomer Trends. MNatural Prodocts Channt is oo |.|.|1'|E'11.-J' Miche Market az
Increasing Mumber of Consumers are Using These Markets, MATURAL FOODS MERCHANDSER [June 2007)
[hereimalter " Statshot of Consumer Trends™],
e Oy par Associalion Fetifion, saepird Nk 1h at 4.
? A, Ehizabeth Sloan, Goormet & Specialty Food Trends, FoodTechnology 26-38, 28 (July 2004}
|hereinafter “Gourmet & Specialty Food Trends"].
¥ Bobbde Kate, Organic, Natural Meat Sales are Exploding (Feb 28, XES) (guoting Nicholas [V Agostino
ITE, wece president, IY Agosting Supermarkets, New York).

17




The demographics of those who generally buy organic foods cut across all
generations:

Demographic Regularly Buying Organics
Generation Y (18-27) 51%
Generation X (28-41) 35%
Younger Baby Boomers (42-31) 2%
Older Baby Boomers (52-6i1) 5%
Matures (61+) 46%

Interest in organic products correlates strongly with childcare giving. 32% ot
buyers re.pnrh.—u.] their first I:'Il.l'['-l:]'.lﬂ,“i-l;' of UTF_:.HT'I'il: Foods was For an infant or newbor, 3%

The natural channel will only continue to grow. According to NMI, in 2004, 63 %
of consumers use natural foods and beverages and 40% use organics; 33% want foods
grown without pesticides; 49% want natural foods; and 18% use only natural sugars
such as honey and raw sugar. Issues of increasing importance are toods tree of
antibiotics, hormones and preservatives.® This mainstreaming of natural foods has
drawn major manufacturers into the market.™

Mainstreaming has extended to retailers as well. Once available only in natural
toodds and nutrition stores, natural foods are now a growing category with mainstream
retailers. Kesearch shows consumers prefer to see all their options in one location™ and
that they are more likely to try a natural or organic counterpart under those
circumstances.” Mainstream retailers, recognizing the trend toward a preference for
natural and organic foods, have begun developing specific strategies for offering them
in their stores. > Many retailers are addressing consumer confusion regarding natural
and organic products by providing specific informational services. Services include in-
store advertising, cooking demonstrations, and employing resident specialists to
answer questions.® Providing conventional counterpart items and running price

M Backgrounder Matural and Organic Foods, 3 goarlalle af,

hbip Lo fmiorg/ media/ bg/ natural onganic_foods pdf [hereinatter “FMI Backgrounder™], 5

I Gourmet & Specialty Food Trends, supra note 47 at 31

B L Hm‘kgﬂ'-l,lmjﬁ' saiptral nuke 4%

= Putting Words inko Action, siepra naolbe 349

= FMI Backgroumder, sipra note 49 at b,

HEMI Backgrounsder, supra note 49; Statshot of Consumer Tremds, suped note at 45

“FMI Backgrounder, supre nete 49 at 6; Food Marketing Institute Release, Convenience, Cost amd
Mutrition are Key Concerns in Health & Self-Care Movement, According to “Shopping tor Health 2003
(Mow, 4, 203, avallable at, http: S Stmiorg media )/ roediabesct. cim Jid=578 [*hereinafter Convenence,
Costand Mutrition”] (“These barreers are arcas of opportunity for supermarkets B belp consumers
manage their health by providing valuable nutrition information and convenient, healthy meal
options.” .
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promaotions round out retailer marketing strategies for these products.™

Increased availability of natural and organic products in mainstream channels
makes these products visible to a wider range of consumers, many of which would not
have otherwise been introduced to such products in a natural foods or nutrition store.
This, in turn, brings a new consumer base to manufacturers offering such products, In
tact, increased mainstream availability of natural and organic products is driving new
consumers into natural products stores.™

Consumers blame their lack of success in efforts to eat healthy, in part, on the
high costs of healthy foods.™ Price premiums for organics range around 33-53% for
lﬁ&h'l. food, 72% for fﬂ‘}.-"i_n broceoli, 94% for Hpnng wheat and 177% for H['I-‘,."I:'ﬂ.-"EIrLH il
However, as major manufacturers begin offering such products, mass prmiuumn will
lead to price competition with conventional products and reduce prices for the
consumer,™

2. Protection of the integrity of the Natural label will open the category
to consumers with special health needs.

Consumers also cite health benefits as their motivation to purchase natural and
organic toods, *1 Natural foods consumers are statistically more likely to have
philosophical or health-related special dietary needs »? Appmxmlatuh' five million
Americans— 2% of adults and 2-8% ot children — suffer from some tvpe of food
allergy ™ More common, however, than food allergies are food intolerances. Food
intolerance, unlike a food allergy, does not involve the immune system, but instead is a
reaction to the chemical compaosition of the food, such as a preservative or flavoring ™

Food allergies and intolerance are related to a wide range of physical reactions,
including respiratory problems, rashes and headaches ® More disconcerting are the

= FMI Backgrounder, supra note 49

¥ Statshot of Consumer Trends, spprr niote 43,

# US Consumers Buying Fortified Foods. siipra note 41.

#EMI Backgrounder, sppnd note 49 al b,

M, at b

MO a3,

2 Josh Dinar, Food for Thought: Why ey Buy, NaTural FOODS MERCHANDISER {Dec. 2000) [hereinafiter
“Food for Thought”]

¥ Citizen Petition by the Attorneys General of MY, MDD, ML WY, OH, TN CT, VT, and MA to regqoesting
action I-'.- the 'Fm*.rd and [‘.Irug .-"uilnunlulrnhn:n r:?,nrdlnp .‘|||.L"I'EFr|.i|. substances, goudable al,

- '1 r'l-': ._bbr.r-ﬂ".- 26474
w See Food Additives, Australian Consumers” Association, Chodce (Apedl 2005), aeailalbbe af,
hibtp: ! S www cholce.com, au S viewarticleasonepage aspa Tid= 10241 &catld =1 0054 58 Hd =TS p=1
{hereinafter “Food Addibves" |; Food Issues, gomiaitle af,
hitpe/ S www understandingfoedadditives.org / pages/ Chap2-1.him.
T




studies that link food additives with behavioral problems, hyperactivity and brain
processing in children,™ In the 1970's, Dr. Ben Feingold, in Wiy Your Clald is
Hyperachive, published results claiming a diet free of synthetic colorings, preservatives
and salicylates improved behavior in 30-30% of hyperactive children.” Sodium lactate,
one of the preservatives the new Natural Policy specificallv allows, is linked to adverse
reactions in lactose intolerant children ®

As the FSIS has already recognized, food allergic and intolerant consumers and
their caregivers are entitled to accurate information and confidence that “all ingredients
will be correctly labeled on products.”® These consumers want to have confidence that
their choices are real ™ A clear, concise, exception-free definition of “natural” will give
them the assurances they need to make health-conscious purchases for themselves and
their children.

3. Protection of the integrity of the Natural label may help to open
international markets.

Finally, a clear, enforceable definition of “natural” has the potential to open
foreign markets. There is strong growth in the natural category in Latin America.™
Without reliable parameters governing the use of the term, the global market remains
uncertain, The implementation, by US. regulators, of a clear and enforceable definition
of “natural” will assist in establishing equivalency of regulation under various free

trade agreements and establish trust in product labeling that could potentially open
foreign markets, ™

= S Food Additives, siqpra note §5; Food Issues, supra note 63; Mataral Health and Longevity Besource
Center, Food Additives and Hy peractivity in Children, aoailabde al, httpe)/ Swowwall-
paturalcom S hyperactivity bim; BRC MNews, Food Additives *Cavse Tanbrams” (Oct. 25, 2002), aoeilalnle
al, httpe S S news bbe coouk /1 hi health S ASATAY stm.
o7 Fosod [isues, Adipi ke b5
“ Fpogd Addibives Acids, Anboxidants, Mimweral Salbs, apafable of,
htp:/ {www actise couk/ milkaliergy,/ foodadditves300.htm|
= 1 FR 26b77. 266TH,
W oo for Tl'lL:-IJE!lI, spipra noke 62
AL Elizabeth Sloan, MNew Product Showcases Sizzele, spra note 135 at 40
T2 5 PanAdrica; When Ethics Mean Business, AFRKC A MEWS (Mar, 15, H5),
20




B. A Clear Definition and Use Parameters Governing the Use of Natural Label
Claims Will Also Positively Impact Manufacturers.

B{"}-‘HI'I:L‘E the genera tion of miore sales Er,—:m—:ra]l:.' due o increased consumer
confidence and trust, a coditied definition of “natural” including parameters for making
such a claim will benefit manufacturers by providing assurance that the term is
consistently used, thereby leveling the plaving field among competitors. Further, a
definition that eliminates exceptions that encourage reductions in amounts of certain
tood satetv-enhancing ingredients to an arbitrary level will protect the category, and its
plavers, from a potentially devastating food safety incident.™

A clear definition will encourage investment in innovation, especially in new
minimal processing technologies, and investment in natural, sustainable ingredient
supplies. And it will protect these investments from other manufacturers that would
take advantage of the exceptions to use less expensive substitutes for minimal
processing techniques and chemical and artificial ingredients and preservatives.

Finally, it must be remembered that “natural” is strictly a voluntary claim. Any
negative impact to manufacturers which may have obtained approval of a natural label
through use of the exceptions in the new Policy has chosen to exploit the Policy and
consumer confidence in this manner to make this voluntary claim. This perceived
negative impact is better borne by the manufacturer than by the consumer however,
and can be expeditious action by the F5I5 in issuing interim guidance and moving
through the rulemaking process,

VI.Conclusion

It is clear that natural products are important to consumers. [t is equally clear
that consumers are confused about the definition of “natural” and, consequently, are
becoming distrustful of the labeling claims. The agencies, consumers and
mamufacturers have long been aware of these problems and have called for rulemaking.
Mow is he time for USDA-FSIS to codify a clear, concise definition of “natural” that
turthers the consumer interests and retlects the consumer’s concepts of the term.

 Spe saped discussion of food safety ssues at p 2



VII. Certification

The undersigned certifies that, to the best of their knowledge, this petition
includes all information and views on which the petition relies and that it includes
representative data and information known to the petitioner which are unfavorable to

the petifion.

Respectfully submitted,
Hormel Foods Corporation
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Phillip L. Minerich
Vice President Research & Development

Mark 5. Roberts

Manager, Technical Services and Regulatory Affairs
Research and Development
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Corporate Attorney

cc: The Honorable Richard Raymond, Under Secretary of Food Safety
US. Department of Agriculture
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