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CLAIMS REVIEW Neturcli

BOULDER

= THREE TYPES OF CLAIMS PERMITTED FOR FOOQODS,
BEVERAGES AND SUPPLEMENTS

o STRUCTURE-FUNCTION CLAIMS
o NUTRIENT CONTENT CLAIMS

o HEALTH CLAIMS
L

-
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CLAIMS REVIEW Neturcli
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STRUCTURE-FUNCTION CLAIMS

Most often used claims that describe an ingredient’s
effect on the structure or function of the body

Example: “Helps support a healthy immune system”
Frequent use of words like supports, maintains, promotes
Better not to use words like treats, prevents, cures

No pre-approval necessary from FDA, but manufacturer,
packer or distributor must submit claims within 30 days
of marketing a supplement bearing s/f claims

Section 6 of DSHEA and 21 CFR 101.93

= “These statements have not been evaluated by the Food &
Drug Administration. This product is not intended to
diagnose, treat, cure or prevent a disease.”
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CLAIMS REVIEW Neturcli
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= STRUCTURE-FUNCTION CLAIMS

o THE #1 RULE TO LIVE BY -- A FOOD, BEVERAGE OR
SUPPLEMENT PRODUCT MAY NOT BE INTENDED TO
DIAGNOSE, TREAT, CURE, OR PREVENT A DISEASE

o If it does, it will be considered a drug by the FDA

o It doesn’t matter if a company can provide
substantiation that a supplement or food product does
treat or prevent disease; except for limited exceptions,
(specified health claims), cannot make disease claims

o Mention of specific diseases,
such as diabetes, HIV, cancer,
Alzheimer’s are red flags to
the FDA of likely disease
claims

GreenbergTraurig




CLAIMS REVIEW Neturcli

BOULDER

= NUTRIENT CONTENT CLAIMS

|

Nutrient content claims expressly or implicitly describe
the level of a nutrient in a product, using terms such as
“high”, “low”, and “free” or compare the level to

another food, such as “more”, “less” or “lite”

21 CFR § 101.13 sets forth general requirements for
nutrient content claims

Nutrients must have an RDI or DRV to make claims

No nutrient content claims may be made for products for
infants or children under 2 unless they are specifically
provided for in a regulation

Specific nutrient content claims are set forth in 21 CFR §
101.54 to 101.67 and no claims may be made outside of
those provided for in the regulations
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CLAIMS REVIEW Neturcli
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= NUTRIENT CONTENT CLAIMS

o 21 CFR 101.54

= 101.54(b) addresses “high” claims - “rich in”, *high” or
“excellent source of” means there is a least 20% of the RDI
or DRV of the particular nutrient per Recommended Amount
Customarily Consumed (RACC)

= 101.54(c) addresses “good source” claims - “good source”,
“contains’, or “provides” means there is 10-19% of the RDI
or DRV per RACC

= 21 CFR 101.54(g) addresses “antioxidant claims - must meet
level and identify the source of claims

o Other regulations address free and low claims for sugars,
calories, fats and implied claims like “healthy”
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CLAIMS REVIEW Neturcli
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= HEALTH CLAIMS
o Two main characteristics of health claims
= Health claims describe the relationship
between a food, food component or ©
dietary ingredient and the reduction 9
in risk of a disease or health related
condition .
o Three types of health claims K

= Health claims authorized by FDA in regulations

= Health claims based on an authoritative statement of a
scientific body of the U.S. government

= Qualified health claims
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“SNOWBALLING™ LITIGATION m:ﬂ
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= Snowballing litigation in the
last 1-2 years against food,
beverage, and supplement
companies over labeling and
advertising claims

* Financial consequences can
outweigh potential
regulatory issues for food
companies
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“STATE™ OF LITIGATION m:ﬂ
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= Broad statutes in CA
and other states have
provided lawyers
enticing avenues to
bring class actions

= Three main statutes that

cases are brought under
California*U.S.A. in California: CLRA, UCL,
FAL
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“STATE™ OF LITIGATION IEEMEE]:']
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= CA CLASS ACTION STATUTES

_ E;gtgzgn(i;;gg?l Remedies Act ﬁ A[ HF@ R N\JH A

= Provides remedies for enumerated — The Golden State —
unfair or deceptive trade practices

o Unfair Competition Law (UCL) (§17200)

= Prohibits unlawful, unfair or fraudulent business acts or
practices and unfair, deceptive, false or misleading ads

= Violations of CA food regulations, which are adopted federal
regulations, are unlawful business practices under §17200;
avoids federal pre-emption?

o False Advertising Law (FAL) (§17500)

= Prohibits misleading and deceptive advertising
GreenbergTraurig 13
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= “All Natural™, “Raw”, “Organic”
= Nutrient Content Claims
= “Healthy” Claims

= False / Unsubstantiated
Claims

= Other Labeling Claims
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“ALL NATURAL™ CLAIMS mm‘]ﬁ
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= Litigation over “100% or ““All Natural’ claims
led the recent surge in class action litigation

= CSPI brought actions against
Ben & Jerry’s, Capri-Sun, and
7-Up for ““all natural” claims
made for products with HFCS

= Plaintiff lawyers took up the litigation over “all
natural” and HFCS, filing actions against
Snapple and AriZona Iced Tea

= FDA has steadfastly refused to formally define
“natural” or ““all natural™

GreenbergTraurig 16



WHAT IS “*NATURAL™? m:ﬂ
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= “Natural” informally defined in FDA Warning
letters as...

o “FDA considers use of the term “natural’ on a food label
to be truthful and non-misleading only when nothing
artificial or synthetic has been included in, or has been
added to, a food that would not normally be expected to
be in the food”

o This can include naturally-sourced
ingredients added to a product for
color, such as beet juice in pink
lemonade

o Does “All ingredients from natural
sources’ work instead?

GreenbergTraurig 17




“ALL NATURAL™ CLAIMS IIMEE]:'I
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= ““100%’” or ““All Natural’ claims v. “Natural’ or “Made
with Natural Ingredients™

= Litigation has included “all natural” = =
claims for foods with chemical
preservatives, alleged processed
Ingredients like alkalized cocoa and
HFCS, GMO ingredients, and other
synthetics

= At what point does a process cause an ingredient to be
“not natural™?

= No formal FDA definition of natural makes it hard for
defendants to resolve cases quickly, which is ideal for
plaintiff lawyers; companies often don’t have stomach
for long, protracted litigation so they settle claims

GreenbergTraurig 18
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= “All Natural” litigation over GMO ingredients,

=

- bamptelh

100% natural
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“ALL NATURAL™ LITIGATION mﬁ
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= Litigation is all over the board

= No “natural” definition makes for erratic decisions and
makes it hard to resolve cases quickly, which is ideal for
plaintiff lawyers

= |n 2013, numerous courts with GMOs at issue stayed cases
pending determination from FDA of “natural”

= Letter from FDA to three judges in January 2014 indicated
FDA will not define “natural” now

= Defendants must look to variety of theories to resolve cases

o Preemption, Primary Jurisdiction, Failure to State a Claim, Class
Certification (Standing, Adequacy, Reliance)

GreenbergTraurig 20



RECENT ““ALL NATURAL™ LITIGATIM{")
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= Standing / Reliance
o Balser v. Hain (C.D. Cal. 2013)

= Dismissed b/c no expectation of completely natural; “There is no such
thing as shampoo trees”

o Kane v. Chobani (N.D. Cal. Feb. 20, 2014)

= Dismissed claims because no valid ties between reliance on “natural”
and evap. cane juice claims and damages

= Class Certification
o Astiana v. Ben & Jerry’s (N.D. Cal. Jan. 7, 2014)

= Denied class certification because B&J used alkalized cocoa and other
cocoa, couldn’t determine class members

o Hernandez v. Chipotle (C.D. Cal. Dec. 2013)

= Denied class cert because virtually impossible to determine when

“naturally raised” meat was replaced with conventionally raised meat
GreenbergTraurig 21
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However, if the court certifies the class, settlement is
most likely inevitable and...its going to be expensive!

$3.4 million 2777
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= Pure

= Raw

= Fresh
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= Not nearly as much litigation over organic
claims because organic is clearly defined by
USDA

* In order to use ““organic’ on a label, product
must be certified. There are four levels of use

o “100% Organic” - all ingredients must be organic, seal
o “Organic” - 95% ingredients must be organic, seal

o “Made with” Organic Ingredients - 70% of
ingredients are certified organic, no seal USDA

o Specific Organic Ingredients - less than 70%
organic, you may identify organic
ingredients in the ingredients list only

GreenbergTraurig 24
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NUTRIENT CONTENT CLAIMS m:ﬂ
BOULDER

= Nutrient content claims describe the level of a
nutrient in a product, using terms such as
“high”’, “low”, “free”’, “less”, and “lite”

= 21 CFR § 101.13 - cannot make nutrient
content claims unless specifically authorized by
regulation (21 CFR 101.54-101.65)

= Nutrient must have an RDI or DRV

= No nutrient content claims may be made for
products for infants and children under 2 unless
specifically provided for in a regulation

= Some of the hardest claims to defend because
they are defined, but are there really damages?
Most consumers don’t know specifics of claims

GreenbergTraurig 26




NUTRIENT CONTENT CLAIMS mﬁ
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= Level of Nutrient (21 CFR 101.54)

o Some of the most common nutrient content claims,
these claims reference a certain quantity of a nutrient

o 101.54(b) -- “rich in”, “high” or *“excellent source of”
means there is a least 20% of the RDI or DRV of the
particular nutrient per Recommended Amount
Customarily Consumed (RACC); must be only for
ingredients that have a RDI or DRV

o 101.54(c) -- “good source”, “contains™, or “provides”
means there is 10-19% of the RDI or DRV per RACC

o 101.54(e) -- “more”, “fortified”, “enriched”, “added”,
“extra” and “plus” means there is a least 10% more of
the RDI for vitamins/minerals per RACC than a reference

food; must also comply with fortification policy
GreenbergTraurig 27




NUTRIENT CONTENT CLAIMS Em:ﬂ
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= Level of Nutrient (21 CFR 101.54)
o 21 CFR 101.54(f) addresses “high potency” claims

= “High potency” means vitamins or minerals are present at
100% or more of the RDI per RACC

o 21 CFR 101.54(g) addresses “antioxidant™ claims

= Claims that reference a level
of antioxidants must meet the
level, such as “good sources”
or “high in” and identify the
source of the antioxidants,
which must have an RDI or DRV

= One of the more frequent claims
cited by FDA in warning letters

GreenbergTraurig 28



NUTRIENT CONTENT CLAIMS IIMEI‘]:’I
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= QOther Nutrient Content Claims
o 21 CFR 101.56 addresses “light” claims

= “Light” means 50% or more reduction of fat content; 33% or
more reduction in calories if the food derives less than 50%
of its calories from fat

o 21 CFR 101.60 addresses nutrient content claims for
sugar and calories, such as “no added sugar’ or “low in
calories”

GreenbergTraurig
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“HEALTHY” CLAIMS mﬁ
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= FDA monitors “healthy” in several ways
= 21 CFR 101.65(d) claims using “healthy”

o To legally use the term “healthy” with respect to a
specific nutrient, food must be low in fat, saturated fat,
sodium and cholesterol and have at least 10% of the RDI
or DV of vitamin A, vitamin C, calcium, iron, protein or
fiber

= “Healthy Heart” is an implied health claim

= Class actions attacking ads
touting a product as “healthy”
or “nutritious” have become
more and more frequent

GreenbergTraurig




“HEALTHY” CLAIMS mﬁ
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= HEALTHY AND NUTRITIOUS LITIGATION
o Red v. Unilever (S.D. Cal. 2009)

= | Can’t Believe It’s Not Butter marketed as healthy
o Red v. Kraft (C.D. Cal. 2010)
= Ritz and Teddy Grahams marketed as nutritious, healthy

o Francis v. Nestle (C.D. Cal. 2010)

= Carnation breakfast drink marketed as nutritious

o Delacruz v. Cytosport (N.D. Cal. 2011)

= Muscle Milk marketed as nutritional and healthy

o Hohenberg v. Ferraro (S.D. Cal. 2011)

= Nutella marketed as healthy due to antioxidants

GreenbergTraurig
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FALSE / UNSUPPORTED CLAIMS Im:ﬂ
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= Both FDA and FTC require standard of “competent
and reliable” scientific evidence for all objective
claims

= No set definition of “competent and reliable
scientific evidence”

= Defined In ETC cases as “tests, analyses, research,
studies, or other evidence that have been
conducted and evaluated in an objective manner by
qualified persons, that are generally accepted In
the profession to yield accurate and reliable
results”

= Gold standard is usually double-blinded, placebo
controlled clinical (human) trial

Scientific evidence reviewed on a case-by-case basis
. GreenbergTraurig 34



FALSE / UNSUPPORTED CLAIMS mﬁ
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= No obligation for companies to provide
substantiation with advertising

= Plaintiff lawyers send out “fishing” letters for
claims, asking for substantiation

= Most courts have held there is no private right
for lack of substantiation as it would shift the
burden to defendants

* Thus, most class action complaints contain
allegations of false or misleading
claims made by defendants to
Intentionally deceive consumers

GreenbergTraurig




OTHER “TARGETED™ CLAIMS m:ﬂ
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= Names of Ingredients ute T

o Evaporated Cane Juice

= Statement and Standards of Identity

o 21 CFR 101.3
= Greek Yogurt

= Honey

= Bottled Water

= Geographic Region
» 21 CFR 101.18(c)

o Lina v. SBEEG Holdings (Sup. Ct. Cal. August 2012)

= “Kobe” beef
GreenbergTraurig 36
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TIP #1 Nafixcle
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= REVIEW YOUR LABELS! SPOT ISSUES BEFORE
THEY CIRCULATE TO THE PUBLIC!

GreenbergTraurig

38



TIP #2 Neturclle
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= UNQUALIFIED CLAIMS LIKE “ALL NATURAL” and
“100% NATURAL” ARE BIG TARGETS FOR
LITIGATION - QUALIFY YOUR NATURAL CLAIMS

Hairston v. South Beach Beverage Company (C.D. Cal. May 18,
2012) (““All Natural w/ Vitamins™)

GreenbergTraurig
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= FOCUS ON WHAT PRODUCTS DON’T HAVE -
“NO ARTIFICIAL COLORS, FLAVORS, SWEETENERS™

GreenbergTraurig 40



TIP #4 Naiturally
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= ROTATE YOUR LABELING AND ADVERTISING -
DIFFERENT ADS MAKE IT HARDER TO PROVE
RELIANCE ON SPECIFIC ADS

GreenbergTraurig 41



TIP #5 IIEEEE‘L"'I
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= |F SUED, DON’T STICK YOUR HEAD IN THE SAND
HIRE EXPERIENCED COUNSEL TO ATTACK THE
CASE. THESE ARE WINNABLE CASES IF YOU
HAVE EXPERIENCED PEOPLE ON YOUR SIDE!

I can’t haar you!
La-la-la-la-la-la-lal
I can t hear youd
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This presentation consists of general legal information. It
IS not intended to give legal advice about a specific legal
problem, nor does it create an attorney-client
relationship.

Due to the importance of individual facts of every
situation, the generalization in this presentation may not
necessarily be applicable to all situations. Changes in the
law could make parts of this presentation obsolete in the
future.

This information is provided with the understanding that
if specific legal advice is required, the services of the
presenter or another competent attorney should be
sought.
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Justin J. Prochnow
Greenberg Traurig LLP

1200 17th Street, Suite 2400
Denver, Colorado 80202
(303) 572-6562
prochnowjj@gtlaw.com
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