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Findings to Which Exceptions are Being Taken »
There are several findings that we believe are unsupporied by the preponderance of the facts, evidence
and expert opinions presented by witnesses during the hearing. Among them are:

1. The addition of a 2.25 percent true milk protein threshold;

2. The elevation of the subjective “form and intended use” criteria to override the more measurable
compositional criteria; and,

3. The added new qualifying words that appear to limit the exclusion from the fluid milk product
definition of formulas for infant feeding or dietary use (meal replacement} - “that are sold to the
health care industry.”

Elevating the Recommended Decision to full conformity with the plain majodity of evidentiary support would
require only minor modification of the proposad rule.

Suggested Modifications to the Recommended Decision
The tollowing are suggested modifications to the Recommended Decision necessary to bring the order
language inte conformance with the exceptions we have set forth in this document;

Sec. 1000.15 Fluid milk product.

(a) Fluid milk products shall include any milk products in fluid or frozen form intended to be used as
beverages. Such products include, but are not limited to: Milk, fat-free milk, lowfat milk, light milk, reduced
fat milk, milk drinks, eggnog and cultured buttermilk, including any such beverage products that are
flavored; cultured; modified with added or reduced nonfat solids, milk proteins, or factose; sterilized;
concentrated; or, reconstituted. As used in this part, the term concenirated milk means milk that contains
not less than 25.5 percent, and not more than 50 percent, total milk solids:

(b) Fluid mitk products shall not include:

(1) Plain or sweetened evaporated milk/skim milk, sweetened condensed milk/skim milk, yogurt
containing beverages containing 20 percent or more yogurt by weight, Kefir, formulas especially prepared
for infant feeding or dietary use {meai replacement that-are-sald-to the haalth
care industry, o & v B o 3, and whey;

{2} Milk products contammg more mar Q pe c,en { butteriat;

{3} Milk products containing lesa-than-2:25-pereent-tue-milk-protein-and iess than 8.5 percent nonfat milk
solids, by weight, urlesstheirform-and-intended-use-is-eomparable-to-the-products-contained- inparagraph
fa)1)-of this-section; and

* ok ok k&

Sec. 1000.40 [Amended]

3. Section 1000.40 is amended by revising paragraphs (0)(2)(iil} and (£){2)(v} to read as follows:
Xk X k%

(b) * k%

(2) k kX



(iif) Aerated cream, frozen cream, sour cream, sour half-and-half, sour cream mixtures containing
nonmilk items, yogurt, including yogurt containing beverages with more than 20 percent yogurt by weight,
Kefir, and any other semi-solid product resembling a Class I product;

{vi} Formulas especially prepared for infant feeding or dielary use {
v e 7 that-are-seld-e the health care industry, o roniunds

meal replacement
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Dated: May 12, 2006.

Lloyd C. Day,

Administrator, Agricultural Marketing Service.
[FR Doc. 06-4591 Filed 5-16-06; 8:45 am]
BILLING CODE 3410-02-P

Kefir & Yogunt-Containing Beverages

The companies on whose behalf thase comments are submitied applaud the decision of the Department
reiative 10 yogurt-hased drinks and kefir. The exclusion of drinkable products containing at sast 20 percent
yogurt and the exclusion of kefir are sensible steps ihat recognize the place of these products in the
markeiplace and the extent to which, though they are in liquid form, they do not compete with fiuid mik.

As data presented at the hearing demonstrates, these producis are one of the stiong areas of growth in the
dairy industry, and we believe thai thoss who sought fo classify these in Class | risked “killing the goose
that faid the golden egg’, and polentially reducing farmer income in an atterpi to do the opposite.

The decision with regard 1o kefir and the threshold level established for yogurt-based drinks are sppropriate
and are to be commended. The same industry insight that inspired this reasonable accommodation to the
realities of the marketplace and of consumer use of yogurt-based beverages should inform the balance of
the final rule. Unfortunately, at present, this is not the case.

2.25% Protein Standard

We argued against the adoption of the 2.25% protein standard at the hearing last June and in our
subsequent brief. Given the considerable evidence in the record regarding the potential pitfalts associated
with the implementation of a protein standard, we are perplexed as to the Department's reasoning for
maoving ahead with this proposal.

Numerous parfies testified about the dampening affect that such a plan would have on continued growth
and innovation in the use of dairy proteins in all sorts of beverage products. While it is true that the 6.5%
nonfat milk solids standard aflows for the formulation of products with more protein than an equivalent
amount of skim milk, these products compete with fluid milk only in rare cases. It is therefore unnecessary
to resort to this tactic to capture more milk into the Class | pool.

Product formulators will undoubtedly begin to use non-dairy proteins to keep products below the 2.25%
threshold; but the real danger is that the introduction of such proteins will lsad processors to move away
from dairy ingredients entirely. The parties to these comments testified at the hearing, as did others, about



the recent advances in non-dairy proteing, such as soy, wheat, oals, ete., that make them mora cheaply
and easily substitutable for milk. As was stated in the testimony:

It such actions are taken by USDA [adeption of a protein standard], it is highly likely that
the products that now contain some dalry-derived ingredients will be reformulated to
minimize, if not eliminate, milk-derived ingredients by substituting non-milk ingredients,
such as soy. The technologies are now readily available to make non-dairy ingredients
fulfill functions similar to those of dairy-derived ingredients. Not only arg class price issues
driving food formulators to use non-dairy ingredient sources, but also the record keeping
and reporting requirements and presenting records for audits by market administralors are
added burdens that many food processors would prefer to avoid. This is another incentive
to use non-dalry ingredients. (Tipton R 1052}

And, as was stated by the reprasentative of Fonterra:

We see products made of soy, rice, nuts, grains and olls, all marketed with the names
consumers have associated with dairy . . . The claim by the soy industry finking soy to
reducing the risk of hear! disaasa has FDA approval. Scandinavian authorities have
approved a health claim for cheese where all the milk fat has been replaced by canola oif .
.. The table included in my tesimony shows that in nutritional applications alone, between
1999 and 2003 the use of soy protein in nutdtional applications has enjoyed an average
annual growth rate of 16.5 parcent, while milk protein has increased by only 10.1 percent.
Soy is clearly eroting the dominant market position of these products once enjoyed by
mitk protain. {(Tucker R 456-458)

As stated above, there was considerable discussion of the potentially negative alfects on farm revenue
through ingradient substitution and the dampening affects on growth in cerain categories that have
benefited from growing interest In dairy proteins. (Box R 656-657) (Davis R 498-499) {Olsen.edman R
515, 517518, 522-523) {Suever R 915-828) (Taylor R 972-976) {Tipton R 1052-1065) {Tucker R 456-458)
(Waldron R 749-750, 752-753) lgnoring the reasonable but dire predictions of these axperts, the
Depariment has not given due consideration to the considerabie chance that these measures will backfire
and inflict harm on the very people they are intended to help ~ the producers ~ and at great expanse to nilk
processors as well.

The Recormmended Decision makes matiers even worse by including virually all sources of mitk-derived
proteins for the purpose of determining whether the dairy protein content exceeds or is less than 2.25
percent, but then only selects two sources of protein ~ nonfat milk solids and milk protein concentrates — o
carty an up-chasge. The Recommended Dedision siates: “Dry MPC, like nonfat dry mill is the end result of
a ranufacturing process {removal of water and lactose) to convert milk solids into a storable, easily
transportable and versatile product for use in the dairy and food industry”. {Federal Register 71; 17 May
2008: 28601) While tha stalement is not inaccurate, it feads to a grossly inappropriate conclusion.

Filered milk is a generic term describing & process whereby railk is forced through a filter. The size of the
pores (the filter} and the pressure applied largaly detemiine which componerds are fillerad out. To our
knowledge, there are not any federal or state-adopted definitions that define “fitered” products. The
commercial designations usually provide three types of filtered products. Reverse asmosis is a fitering
process whereby only water is removed. The resulting fillered product has the same nutrients and



components, except for water, as the original product prior to filtration. The term “ultra filtered”, while
undefined, is usually applied to milk from which the laclose component has been removed. Micro-filtration
usually refers to the separation of various nutrients. ‘

The Food and Drug Administration holds tha! reverse osmosis millkc is in fact milk, since only water has
been removed. The FDA allows so-called ultra fitered milk to be used in cheese because only lactose has
been removed during the fitering process and it is also removed during the cheese making process
because the laclose is contained in the whey and not in the chaese. The finished chease is the same
whether made from ultra fiftered milk or direcfly from milk ~ neither contains lactose.

The filtration process should be viewed as a continuum, For example, and apropos to the Recommended
Decision, by utilizing micro fitered processes one could go from niilk to casein by using the fitration
process only.  Basically, the same process thal removes lactose can be used to remove all other nutrients,
feaving only casein. 1tis largely a maiter of the size of the filtering pores and the pressure applied in the
fitration process. hong of the witnesses at the hearing possessed sufficient technical experiise to provide
definitive descriptions of the processes for making milk-derived ingredients.

We do not make this paint 1o argue that an up-charge should be applied fo other forms of concentrated
dairy products, but on the contrary, we raise the issue to argus thai the hearing record lacks reliable facts
about dairy-derived proteins and that the 2.25 percent dairy protein criteria should net be included in this
decision. Raiher than implement provisions that many witnesses believed would negatively impact the use
of various forms of highly-concentrated proteins, we urge you o ramove the 2.25 percent protein trigger
from the decision. I, subsequerdly, it is decided the issue should e revisited, it could be the subject of
ancther hearing where more knowladgeable witnesses could set the racord straight.

Although the hearing record was replete with testimony about the probable negative consequences of
Impusing & 2.25 percent protein criteria, the Recommendad Decision dismissed all expent testimony from
the more knowledgeable and informed withesses with the stalement “no data was presented at the hearing
to indicate at what price level or degres such substitution would take place” (71 FR 28600) This response
to such overwhelming testimony is difficult to understand.

Many new non-dalry proteins are becoming available. They are being perfected to perform like dairy
protains, i.8. provide the same taste and functions as daity proteins, and to enhangce the altibutes of the
finished product. USDA raports the price of various protein sources through its various crop and price
reperting services, Currently, without an up-charge and on a protein equivalency basis, dairy proteins sel
al nearly double the price of virtually all competitive alternatives such as soy, wheat, beans and many othsr
proteins derived from vegatable sources. Producers of vegetable proteins are applying process
techinclogies of filtration and nutrient isolation not unlike that used 1o separate and isolaie dairy nutrients io
make them more functional. As noted in the explanatory section of the Recommended Decision, the
Carnall University professor presented a study concluding that “if non-dairy ingredients were substituted as
a result of reclassification, the study predicted that the effect on producer revenue would be Jowered by 22
cents per owt”. {71 FR 28598)

With the preponderance of the evidenice clearly raising grave concems about the probable substitution of
nen-dairy proteins for dairy-based protein if the 2.25 % standard were adopted, we fell to grasp why USDA
is so insistent on imposing this new protein standard. The hearing record is clear, that there are not now
and may never be a threat 1o the federal milk order classification system from beverage products that



contain some dairy-derived proteins, but that do not meet the requiraments for mitk. Most of such products
that had been introduced shortly betors the heating had been withdrawn by the Bime the hearing was held.
USDA cannot make & finding that they have created disruplive conditions. Because of all the probable
consequences of including a protein threshold, the potential gain is small, if any at all - and the negative
risks are very large ~ it should eliminated from this decision,

It seems even more prepasterous in view of the fact that the decision narrative fraquently and repeatedly
has stated that the 2.25 % protein criteria is not intendad to be an absolute determinant of whether &
product meets the fluid millk product definition. So what purpose does the protein standard serve?

Givan the proposed order language relative to *form and use” which overrides the compositional Janguage
and the frequently repeated statements in the decision narrative that “form and uss” of the product is
USDA’s primary criteria for classification, it is clear that USDA should not risk reduced use of milk proteins
as well as reduced producer income by including the newly-proposed, highly-challenged milk protein
criteria. ‘

Form & Intended Use

We have grave concerns about the extent to which the Recommended Decision elevates the subjective
criteria of "form and intended use” over the more objective and measurable compositional criteria that have
long been used to classify products as Class | or Glass !l uses of mitk. Of course, it is understood that the
legistation authorizing the Fedsral Mitk Marketing Order program rmandated this refiance on the “form in
which or the purpose for which 1t is used”, but histarically this has been done by the establishment of
criteria that would classify products accordingly. However, in this Recommended Degision, these objective
compositional criteria have been subordinated to the concept of *form and intendad use” in & manner that
gives complete and total discration to AMS officials to classify producis according to their own preferences.

As stated in the Findings saction of the Recommended Decision:

The 6.5 percent nonfat milk salids and the 2.25 percent true protein oriteria are not
intended o be absolute determinates of whather a product meats the fluid milk definition.
In determining if a product meets the fluid mitk product definition, the Depariment’s
primary criteria will be the form and intended use of the product as required by the
Agricultura! Markeling Agreement Act. (FR 71 28599)

Shortly therealter, the point is repeated:

[Tihe legistation providing for milk marketing orders, as already discussed, provides for
milk to be classified in accordance with the form in which or the purpose for which it is
used. This raquirement should be the primary basis for classifying milk. in identifying the
fomn and intended use of milk, all Federal orders currently define a fluld milk product as a
product infended fo be used as a heverage. {FR 71 24509)

While the Recommendad Decision goes on fo discuss the role of compositional crileria, including the 9
percert bulterfal standard, the 6.5 percent nonfat itk sofids standard and the newly introduced 2.25
parcent protein standard, it nevenrheless significantly qualifies the role of these ctiteria when it states:



The 2.26 percent protein standard should, in most cases, be sufficient to distinguish if a
product is a Class | or Class 1} use of milk. Nevertheless, products that may more closety
resemble the listed fluid mill products in form and Intended use but contain {ess than 2.25
percent true protein, may be detemiined by the Depariment to meat the fluid milk product
definition because the products are corpeting with fluid milk. (FR 71 28600)

In this regard, there are barely any limits on tha exient to which the Depariment may abrogate the
compositional critera as a standard for classification. Given the manner in which these criteria are
rendered here, & beverage product containing some milk that is not specifically excluded from Class |, but
is beiow that 6.5 percent nonfat selids standard and the 2.25 percant protein standard would previously
have had comfort in knowing that this would refiably lead to its ciassification as a Class Il product; but this
elevation of “form and intended use¢™ 1o the primary determinate means no product's classification can be
refiably judged untii USDA makes a determination. This is not a reasorable basis on which to regulate an
industry, '

Furthermore, this puts milk processors at risk of having products that they researched, developed and
formulated with the expectation that they would be Class Il classified as Class |, and psrhaps undermining
the products’ chances to compete properdy in the markel. Processors formulate products to compete in
specific segments and at specific price points, so the arbitrary nature of some classification decisions would
make this process very difficull. This is Iikely to result in 2 situation where processors feel compelled fo
share information about potential new producs with the Department in advance t¢ see how they might be
classified, since no one but the agency itself would know how these subjeciive criteria might be applied.
The process of commerce and the dynamics of the markelplace cannot wait for decisions and clearances
to he rendered by the Departmant for each and every new product.

In the past, USDA has administered classification of mik based on the form and use authoiity provided in
the Act, however, this was accormplished by establishing criteria set forth in the order to help determine the
products whose form and use should be in Class . In the early days of the order program, this was the
fluid milk products defined by federal and state reguiatory agencies. Originally, these were primarly those
products required to meet Grade A health and sanitation requirements. Because these were for the most
part consumed as milk beverages, products mesting the federal and stale definitions were defined as Class
L. Thus, the requirements of the authorizing Act were fulfilled by a clear definition that included milk
products that were liquid (form) and were used or consumed as a milk baverage {use). The product
definitions were clear, easily known and undersiood.

Qver the years, the definitions were changad but until now, form and use classification requirements of the
Act wete met by continuing to defing products by composition, name, and health and sanitation
requirements. In 1974, USDA inserted among the named Class { products, an undefined term — "mitk
drinks”, Howsaver, it simultaneously provided a clear compositional standard that specified that products
containing less that 8.5 % nonfat milk solids were excluded from the fluid milk product definition.

Unfortunately, the recommendation in this decision is that a USDA employes will review new products and

determine whether their “form and intended use” is sufficiently comparable to the products conlained ir: the
fiuid milk product definition to warrant their inclusion irrespective of the amount of dairy components it may

contain. There is no question, this open-ended and very subjective approach to classification will deter and
hamper the development of products that contain dairy components but are not dalry products. The net



result of the USDA's action would be to bestow a commercial bensfit on ane cammercial patty at the
expense of another.

Presumably, the marketer of a product being classified by USDA would be compelled to present markel
data to USDA prior to introducing the product to show who purchases and uses the product, how it is used,
the market channels through which it is available to consumers, etc. The uncertainty of this burdensoms
process will clearly impede development and experimentation theveby reducing the introductions of new
drinkable products that cantain small quantities of milk components. Additionally, USDA is further
cautioned that the inherent vagueness of the regulation and the absence of a known procedure upon which
one can reasonably rely may invite legal scrutiny,

More critical, however, is the fact that the USDA hearing natice was void of any proposals to supersade the
mora objective compositional criteria with the highly subiective “form and use”. Al of the proposals
Introducing new criteria did so by way of compositional criteria that, although we may have disagreed with,
al least had the advantage of being easily undersiond and operationalized by nrocessors, Al no point
during the hearing did any parly suggest the adoption of radically sublective criteria that rested on “lorm
and use.” Had anyone, gither from USDA or one of the representatives at the hearing, made such a
sugdestion. we would have vigorousiy obiected orally and in our written brief,

Uncertainty and Potentially Arbitvary Determinations are of Grave Concern

Because of the uncertainty of how USDA might rule on the classification of certain products, we feel
compelled to offer our views on how cerlain products should bie treated under the newly proposed rules for
the record.

The North American Coffes Partnership, a joint venture between Starbucks Corporation and PepsiCo, has
since 1997 offered a range of ready-to-drink, convenient coffes beverages under the Starbucks® brand.
This is a coffee brand and the company offers a coffee product. Milk products are used along with other
ingredients fike sugar, cocoa and caramel as flavor enhancements to the coffee. The curreni product
platforms, for which there are numerous line extensions, are Bottled Frappuccino®, Starbucks
DoubleShot® and Starbucks® lced Coffee:

= The current product platiorms use dairy ingredients which result in coffes baverages that have less
than 2.25% true mitk protein and less than 6.5% nonfat milk solids, by weight.

e The form and iniended use of these three current product platforms are not ‘comparable” fo the
products contained in §1000.15{a}{1}

o The products are not substituting or competing with fresh milk in the consumer’s mind.
The Partnership conducted extensive consumar research over the yaars to leam how,
when, where and why American consumers are drinking these products. Research has
confirmed the obvious: the products are coffee beverages, consumed during coffes break
occasions. The Partnership routinely survays purchasing behavior through detalfed
*hausehold panel” studies in which consumers note what other beverages they are
considering before selecting a Bottled Frappuccing or Starbucks Double Shoton g given
occasion. Consumers regularly indicate that the competitive set for these products is
comprised of coffee, iced tea, and other “invigoralion baverages” such as Red Buli,



o The products are not distributed o routinely shelved with Class | fresh milk products. They
are found in the beverage aisle in grocery stores. it is an ambient product fine, with shelf
lite exceeding 25 weeks. The products ars distributed and shelved just like the products
with which they compete: iced tea, cold coffes, energy drinks and other non-carbonaled
warm shalf beverages.

o The products are not marketed as fresh milk products. The North American Coffee
Partngrship has invested significantly in consumer messaging over ten years through radio
and television adverlising, as well as packaging and shelf presence. The message has
consistently baen centered on the Starbucks® brand and the experience of consuming
coffes. When consumers are surveyed abiols the occasion when they drink these
products, # is a coffee break occasion.

o The products are premiunvpriced and single serve, and do not compete with frash mikk
products on price.

tis clear thal these products are examples of how the compositional criteria are sufficient to determining
Ine products’ classification under the order. They are not milk or milk drinks, and should be classified as
Class Il which can be easily established by the application of compositional oriteria.

Meal Heplacement Exemption

Wa support the continued exenption for meal replacaments from the fluid milk product definition. However,
we <o not believe the racord of this proceeding justifies the narrowing of the axemption to products “that
are soid to the health care industry”

There are two changes at the heart of this issue. The first relates to the slimination of the requirement that
products excluded under this exemption must be packaged in a hermetically-sealed cortainer, The second
is the amendrment o the language defining the tems of the meal replacement examption, which specifically
narrows the scope of the exemption to products “that are sold to the health care indusiry.” {FR 71 28604)
We have no objection to removing the criterion based on packaging {i.e., removing hermetically sealed
conteiner requirement), as long as all the producis covered by the current exemption continug to be
explicitly exempted by the new language, and are nol fimited to products ‘that are sold to the heaith care
industry.” '

As noted in the Recormmended Decision, the current language calls for products prepared for “distary use
(meal replacementy”, 1o be exempt from the fuid milk product definition. Howsver, the new language
appears to qualify that description and thereby fimit it to products formulated for “dietary use {mes
replacement) sold to the health care industry.” (FR 71 28602) The Department's explanation for the
proposed eliminalion of the hermetizally sealed container requirernent was *...that packaging is not a
legitimate eriterion for considering some meal replacement products as Glass  products and others in
Clasg 1. This same argument applies to the need to eliminate the proposed limitation fo “protiucts sold to
the health cars induslry.” The sales channel of the product {i.e., sold o consumers at retall versus sold io
the health care induslry) is not a legilimate criterion for considering some meal replacement products as
Class #l products and others in Class . Whether the distary products {meal replacements) are sold to he
health care industry or nol, the distary products (meal replacements) are inlended to be used to replace the
nutrition of nomal meals and not intended to he used in the same manner as fluid mikk. The distary



products (meal replacements) seld other than o the health care industry still have the same hasic form and
intended usa and it is therefore reasonable that they should be similady classified. Dietary products {meal
replacements) even if sold to consumers at retall should be excluded from the fluid milk product definition
and should ba considered Class il products.

One parly to this testimony, Unilever United States, is the manufacturer and markster of Slim-Fast, the
leading meal replacement, weight-conirol product on the market. These products are formulated and
marksted to raplace two meals each day as pan of a personalized weigh-loss diet plan. Some Slim-Fast
products are sold directly fo health care professionals, health care institutions, and weight managemeri
centers for use as a meal replacement in physician-supervised weight loss programs. Slim-Fast is utifized
by weight managemant professionals frequently enough that Unilever has devoted significant resources to
providing guidance to these practitioners. {See attachment §) '

Nonetheless, although many consumers are introduced to Slim-Fast products through profassionally
administered programs, more than ninsty percent of Slim-Fast producis find their way to retailers whe then
sell them directly to consumers for waight management whether or not supervised by a professional.
Aceording lo the legic now utilized by the Department, consumers who purchase Slim-Fast Ready-To-Drnk
products through relailers, whether supervised by a professional or not, are somehow consuming a Class |
beverage in compelition with dairy beverages whils consumers purchasing Slim-Fast directly through an
institution, whether supervised by a professicnal or not, somehow do ot consunie Class | beverages in
competition with ather dairy products. In fact, consumers of Sfim-Fast may seek professional guidance
taitorad to their weight loss needs directly through the Slim-Fast website, including personalized guidance
regarding meals, exercise, and spacial health needs. (See attachment l) These consumers, whether they
purchased the product through & refail establishment or nat, are using the Stim-Fast program, including its
Ready-To-Drink Meal Replacement Shakes, as part of a coordinated health improvement or maintenance
plan. The sales channal simply does not matter, unless the Depariment is altempting to subsidize the use
of meal replacement beverages in health care institutions and waight loss clinics by penalizing retall
consumers for seeking professional guidance slsewhere.

Ins his testimony last June, E. Linwood Tipton, who represented these parties at the hearing, presented the
tollowing arguments in support of maintaining the meal replacement exemption and explaining why
products like Sfim-Fast rghtly belong in this category. He stated:

Slim-Fast observes the following crifera for the development of its products, each of which
reaftirms their identity as a meal replacement, distinet from milk and other beverages:
= Formidated meal replacement products are intended for use as pan of a weight
controd died;
s When substituted for normal meals, they help maintain adequate nutrition while
reducing overall caloric inteke;
»  Meal replacements are formulated to supply about one third of the dally value for
esseniial vitarins and minerals;
+  Meal raplacemants are formulated to supply at least 20% of the dally value for
protein per serving,
Meal replacements are formulated to supply a good source of fiber; and
Meal replacement diinks are labeled with insiructions that a drink be consumed in
place of one or twe meals per day. (Tipton R 1070-10671)
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Other notable differences between meal replacement drinks and dairy beverages include the fact that meal
replacement drinks such as Slim-Fast are not sold in the dairy or even the beverage section of relail
outlets: they are sold in weight-loss sections or dedicated meal replacement sections among competing
products.

Mr. Tipton went on to say;

In many araas outside of milk pricing, the law does not treat Slim-Fast as a beverage. For
axample, of the 11 states ihat have mandatery bottle deposit faws for beverage containers
{which add a deposit amount, usually 5-10¢ per container, that is refundable upon return
of the used container, and are intended 1o reduce solid waste and liter), none require
such deposiis jor Slim-Fast or other similar meal replacament products. Finally, AC
Nielsen, which tracks market data for every product sold in a grocery store, tracks Slim-
Fast inthe Weight Loss Category along with diet pills and other similar products specially
formulated to ald in weight loss. The example of Slim-Fast clearly demonsirates the
wisdom of the meal replacement exclusion that has been a part of USDA regulations for
31 years, and which should be preserved. (Tipton R 1071-1072)

it is appropriate to include products sold to the health care industry within the meal replacement exemption
-~ hecause they do not compete with fluid milk - but they should not be the sole products excladed from
Class { in this way. The Findings section of the Recommended Decision discusses this in a way that
suggests a broader category of products may be eligible for the exemption, but the new order language
dees not provide the latitude indicated by the explanatory paragraphs. The Findings section states:
‘Dietary products {meal replacements) should be excluded from the fluid millk product definition and should
be considered Class I products . . . Meal replacements are categorized as those products sold to the
heaith care industry and may include other produels that are similar in form and intended use.” (Emphasis
added) (FR 71 28602) However, the amended order language relating to the products excluded from the
Class | definition, which appears at the end of the Recommendad Decision, reads, “(vi) Formulas especially
prepared for infant feeding or dietary use {meal replacement) that are sold o the heath care industry;”
which does not provide any room {o include consumer products sold at retafl which otherwise meet the
description of @ meal replacement.

The effect that this oversight will have is clear. Slim-Fast, the leading meal replacement, is not only
available in a Ready-To-Drink form, but is available as a powder thal can be mixed with any number of
consumable liquids including water, soy mitk, and even fruit juices. In addition, i i3 available as a meai-
replacement bar. These powdered mix and bar products, atthough functionally equivalent to Feady-To-
Brink meal replacement beverages, will not be subject io the Class | categorization. Thus, the Class |
categorization may inspire a shift in consurmer consumption aleng price Ines: the Ready-To-Drink versions
of meal replacements will not be attractively priced compared to functionafly equivalent mixes and bars.

Furthermore, Unilever will have a non-dairy alternative formulation of Slim-Fast available to consumers
shortly, {See attachment 11} While this formulation was developed to meet the distary needs of lctose
intolarant consumers in need of a complete meal replacement, additional mitk order regulation and added
Class | costs woudd make this formulation more attractive to even non-lastose intolerant consumers from &
retail price parspective while simultaneously increasing profit margins for retallers. Similady, other
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manufacturers of liquid meal replacements are developing or have developad non-dairy formulations that
may hecome altractively priced, higher profit altematives 1o current formulations.

The parties to these comrments would urge in the strongest possible terms that the Depariment revisit this
issue and consider revising this language o inciude products beyond those sold just to the health care
industry. Htis one thing to add products sold to the health care industry because they do not compete with
fiuid milk, which as we have stated is reasonabig, but it is another 1o remove all other categories of
products that have praviously qualified as meal replacemants in the process. For the sake of simplicity,
these parties would recommend adding “or products that are similar in form and intended use sold fo retail
consumers.” :

Slim-Fast Ready-To-Drink meal-replacement products fit in a dist to control or lose waight by substituting
Slim-Fast for two meals par day. 1t is not suggested or implied that Stim-Fast be used as a baverage to
accompany other food or o be used to satisly the body's requiremants for a liquid. Furthermore, the Slim-
Fast diet plan only recommends Stim-Fast products as a meal replacement and specifically racommands
consumption of such beverages as water, calcrie free sodas, and skim-milk throughout the day while using
SlinvFast meal-replacement products. {See attachment [V} The sole intended and actual use for Slim-Fast
Heady-To-Drink products is as a meal replacement. Consurner ressarch shows 93% of the Ready-To-
Drink Slim-Fast shakes are consumed along, without other feod or diink. Betwesn 82-85% of Slim-Fast
shakes are consumed to replace a meal, 5-10% are consumed to replace a missad meal; 8-10% are
consumed between meals as a snack; and 2-3% are consumed as a dessart. None whatsoaver are
consumed {0 replace a beverage.

These are ruly meal replacement products and the sales channels are primarily retall outlets, although
certain quantiies are distributed through health care industry outlets, The use of these products is not
sirilar to that of milk. The positioning of Slim-Fast in retail stores is in the weight loss section for those
stores that have sections or in the pharmacy section of some stores. 1t is safe io say it is nevar in the
refrigerated dairy section of the store.

Replacing the Language “Packaged in Hermetically-Sealed Containers”.

with “Packaged in Containers that are Shelf Stable at Ambient Temperatures”

The hearing record does not provide adequaie evidence to efiminate the provisions explicitly exempting
meal replacements sold in hermetically-sealed containers. The Slim-Fast witness, Mr. Tipton, presented
the following testimony opposing the elimination of the hermetically-sealed pravisions contained in the
orders. There was no other contravening testimony.

Proposal number 3 woult! replace the requirement that special products that are excluded
from Class { be “packaged in hermetically-sealed containers” with new language ~
“packaged in conlainers that are shelf stable at ambient temperatures”, Virually all, if not
ali of the special formulas currently exciuded from Class | or proposed for exclusion, are
subject to FDA’s thermally processed low-acid foods regulations (21 CFR 113). These
regulations require all such foods with a finished equilibrium pH greater than 4.6 to be
aseptically procassed and packaged iry hermetically-sealed containers. As & result, we
are not certain that the newly proposed language would, in reality, include any packaging
raterial or process not covered by FDA's low acid food regulations. We support
continued use of the current critenia that is known terminology and consistent with FDA's
terminiology and reguletions. The only additional products that the new language might
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apply to are foods {(baverages) with a pH of 4.8 or lower that would have sufficient acidity
i be outside the low acid food regulations. Prior to the 1974 decision on classification, ai
fluid itk products that were packaged in hemetically-sealed glass or can containers
were excluded from Class 1. in the 1874 decision, USDA changed these provisions and
concluded that all fluid mitk products whether sterilized or unsterilized should be included
in Clags . However, at that fime, USDA specifically concluded “Evaporated milk and
condensed milk sold for home use are intended primarily for cooking purposes. They are
not consumed normally as a beverage. Infant and distery formulas, which are being sold
in hermetically-sealad glass or all-metal containers, are speclalized food products
prepared for a limited use. Such formulas do not compete with othar milk beverages
consumed by the general public. Similarly, fluid products containing only a minimal
amount of nonfat mitk solids are not considered as heing in the competitive sphere of the
tradiitional milk beverages.” {39 FR 8715} The Federal Order Reform ruls of 1999
continued the exemption and it now reads, “formulas especially prepared for infant
feeding or diefary use {meal replacement) that are packaged in hermetically-sealed
containers.” Netwithstanding this long history of classification of meal replacement
products in Class I, one of the proposals submitted for the hearing would do away with
the spacific meal replacement exclusion. There is no basis for doing this, Atthough we
believe the phrase “dietary use” includes meal replacement products such as Slim-Fast, a
product of Unilever United States and a party to this tsslirony, we urge USDA to continue
to specify meal replacements as a food exempted from Class |, Slim-Fast products are a-
tiue prototype of the "roeal replacement” exclusion. {Tipten B 1088-1071)

Wa urge the Deparlment to reexamine s conclusions with regard to the meal replacement exemption and
amend the proposed language to bring greater clarity 16 the exclusion and to provide for the exemption of
products like those discussed here,

Conclusion

Wa are grateful to the Department for the opportunily to pasticipate in this process and present the views of
the companies which are parfies to these comments. We sincerely hope the final rule will reflect the
findings of the records and will result in clear, understandable, transparent regulations that will benefit all
interesied parties.
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Respectiully submitted on behalf of the following companies:

Bravo! Foods International Corporation

PepsiCo
Starbucks Corporation
Unilever United Statas, Ing.
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E. Linwood Tipton

Chairmarn & Chief Executive Officer
The Tipton Group, Inc.

703 D Strest, SE

Washington, D.C. 20003

and
\
/"’
éQ A
Brandon N. Partridge Q

Vice Prasident

The Tipton Group. Inc,
703 D Street, SE
Washington, B.C. 20003



