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Dr. Robert J. Moore

Branch Chief, Compliance & Enforcement Branch

Office of Nutrition Products, Labeling & Dietary Supplements
FOOD & DRUG ADMISTRATION (HFS-800)

5100 Paint Brush Parkway

College Park, Maryland 20740

Ref: Herbalifeline® Dietary Supplement

Dear Dr. Moore:

Pursuant to 21CFR§101.93, please be advised Herbalife International of America, Inc. has begun
commercializing a new structure/function claim for Herbalifeline® appearing on a product kit insert:

“A valuable source of Omega-3 fatty acids to support healthy weight loss and heart health.*”

Adjacent to that claim on the label is a ruled DSHEA disclaimer statement as provided for in Section
403 (r) (6) of the Federal Food, Drug and Cosmetic Act.

Please be advised that we have substantiation on file that this claim is truthful and not misleading.

If you have any questions please do not hesitate to ask.
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ShapeWorks

ShepeWorks

Weight-Management Meal Planner

welgat-ioss program has been designed to nelp vou lose weight and get good nutntion without feeling hi ngry
edviduals may persondlize their shakes snacks and meals g« well as customize therr supplemen® program For more mformation
anont additinnar products that may 1elp you optimize your success coniact your Herbalfe Distributor

IDEAL MEAL
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= scoops of 8 0z giass of 2 thsp of 1 cup of Blend well
Formule 1 nonfat milk or Formula 3 fresh or
Nutritional soy milk Personalized frozen it
Snake Mix

= approximately 29 grams of protein

Protein Pov.ler

A Enjoy a cup of energizing
| Herbal Concentrate
i
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A gelicious Don't forget-
and nutritious - Formula 2 Multivitamn
shake!

Complex ¢ e fab ot

Adc mere Formuia < Persoralized Proten Powder to vour shake
based on your neecs
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2 oops of %0z glass of 2 tbsp of 1 cup Blead weli
formuta ) nonfat itk or Formula & fresh o
Nutntiora. SOy mitk Personalizec frozen “rint
Shake Mix Protein Powner

= approximately 29 grams of protein

A healthy sheke that
tastes great and is
good for you'

a

Don't forget:
» Formula 2 Mulbivitanun
Complex (one tablet

wde more Formula < Personahzew Froter Powcer to vour shake

Lased on your neec

HPLC

Iooup ot cul,
raw Jegetables

- approximately 12 grams of protein

Great-tasting

Chicken Soup

Delicious Refreshing
Cream of OR HPLC OR OR HPLC Crink in

Roasted Wild Berry or

Scy Nuts Satisfying HPLC Peach Mango

with Cardia Bar In tour “lavors flavors

Sat

4+ cups of satad 1 thsp rice or
wine vinegar or
nan‘at salad

dressing

= approximately 30 to 40 grams of protein

1CLPRIL TIPS

* Individuals weighing over 220 pounds or those
with 5C pounds or more to {ose may add one
extra tablespoon of Formuia 3 to their shakes
In addttion, depending on hunger and weight-loss
goals, men may have two snacks a day

- Shake up your Formula 1 choices
and try all five flavors

Y Drinking water 1s important

+ Exercise several times a week

« Watch out for stress eating  f you feel
emotionas try writing tnstead

« Keep high-protein snacks at work and
in the car to fight between meal cravings

- Find ways to reward yourselt bestdes
fond-set aside time tor yourself

+

3to 6oz of fisn, 24 cups
skinless chicken of mixed
iean red meat or vegetables

soy-meat substitute

WEIGHT-LOSS ENHANCERS

Total Control —ene gy enhancement

and appetite control*

Snack Defense —combat betweer meal snacking*
Celi-U-Loss®-helps reduce fluia retention”
Thermo-Bond®-helps create a feeling of

fuliness to support weight-loss efforts”

Active Fiber-supports d'gestive and

intestinar health~

Aminogen®-improves the digestion ana absorption
of proteins*

Herbal Aloe Drink-heips soothe the digestive
system

Cell Activators—surports cellL.ar energy production
and assimilation of essential nutrients”

0%

For oessert,
T cup of
fresh or
frozen fruit

Dan't forget:
« Formula 2 Multivtamin
Complex (onc leptet,

OPTIMUM NUTRITION

Garden 7" -selected concentrated phytonutrients
of the seven color groups of fruits and vegetables
Herbalifeline®-a valyible,source of.Omega-3
fatty acids to supportfigalthy weight loss and
heart health * ’

“These statements nave 10t been eva ualed ' *re Food 216 Drug Administration This prod ict s not intended to dragnose treat cure or prevent any lisease




Weiuni-Management Eating Guide

The Ideal Meal

Makrg your we argh-protein shake puts you n cortrol of your

meal

pove e Lhake atea in the kitchen and keep t clean
na weil-siocked  Fecause vou'll be using this area every dav
Slaving a2 slean blender and keepirg vour spoon and nowder
handy 15 2« ampotrant as having nor-tat milk or soy milh and
tresh or mrazen innt avairlable  Try difterent flavors and fruits to

Jive yourse fsome vartety when you need it

Herbalife - Ideal “eal ncludes soy protem and essential
vitanne and naneqals, along with the healthy fruits you've
odded-all i one deticious meal' The compination of protein and
touit found 1n ShapeWoarks ™ shakes make them more filling so

vo £ feel satistied aad vour cravings are kept at bay Replacing

Why Is Protein Important?

Making sure you gel dgequate prote'n «ntake every cay 1s a simple anc
safe way to s ppon weIng or maintaning your 1deal weight Protem
lielps vou feel faler dinng o meal- and keep~ you satisfied well after
vou've eaten 3ecacse protein is filling, you won't be as tempted 12
snack between Mee s of consume junk food” that's high in sugar fat

and calories and oy 1+ nutrhional value

Protetn alsa Melps reauce carponydrate cravings  Carbohydrates,
especialy sweets ana <tarches, can trigger the orain to crave rmore of
the same-whir h leads to a vicious cycie of overeating Protein fcods
hz1p block ravings Waen you eat proteir with healthy carbohydrates,
such as frun . vegeratles and whole grains, the protein will keeg you
satisfied while redue ng your cravings for sweets ard starches Tais

ekes Lrotc ncer il aliv i your quest to 'ase weight

[ addition protemn heps maintam and burd lean bocy mass, which 1s
important beause 0 determines your metabolic rate To safely tose
weight you nized to mamtaim a healthy fean body mass Not only does

toc hittle oramem leave dieters feeling weak and hungry, but the socy

fear body mass for energy The protemn

May begin b
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Identify Trigger Foods

two meals with two shakes a day will help you lose weight fast
and stay motivated You car replace just one meal a day It vou

want to mantain your weight

ShapeWorks™ shakes and prod~ts 1s 1ean easily digestible and lowe:

calorie than eating meats

Women 1eed. on average 100 grams of protein daily to buiid and
Men

more -averaging 157 grams of protemn Jaily The Ideat Meal allows you

marntain an optmal amoun of lean body mass need
to meet these protein goals at a verv low-calone cost These prolein
gu delines are designed to kee; you trom feeling hungry, and the
calonig-controiled shakes allow yti to incorperate plenty of healthy
fresh fruts and vegetables into o balanced meal plan Everyone nas
different prctein neeas based upon then size buifd and age, <0

personalize your protein intake actording to your needs

Trigger facd- are o'ter usea for emotional eating They can trigger you to eat too much, lose control and not lose weight These toods

are often h<nly Favorrul but calonc and with little nutiticnal value That's why t's important to 1aentify vour trigger foods and find

hzalthy substitutes These simple changes will empower you over tne long term

Instead of ... Try...
Chips, pearuts «racaers, prerzeis
Cheese pizzea

Mayonnaise 1 .dargatine, putter
Regular hiil rath salad chessings
Fed meat cna fattv fish

Colas and ju ces

Pastries and ice cream Fresk fruit
Beans potatoes pasia Steamed vegetables

Mo nore w2 Toss intormation zalk “c yoir Heroahite Distributor

Yonr T ot 1 de eocent Distrtator <

Tomato vegetable soup

Mustard, ketcnup, “no-added sugar' jam, tabascc
Balsamic, rice or wine vinegar dressing
Skinless white ciucken, turkey, helibut, tuna
Water, Herbal A've Drink

Soy nuts and high-protein snacks
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