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<E 10> 78 AZESAH &8 HER 55
ret!nol NIACIN n!cot!mc §0|d
retinyl acetate nicotinamide
VITAMIN A . ) )
retinyl palmitate PANTOTHENIC D—pantothenate, calcium
beta—carotene ACID D—pantothenate, sodium
VITAMIN D cholecalglferol dex.pan.thenol .
ergocalciferol VITAMIN B6 pyridoxine hydrochloride
D—alpha—tocopherol pyridoxine 5° —phosphate
DL—alpha—tocopherol FOLIC ACID pteroylmonoglutamic acid
D—alpha—tocopheryl acetate cyanocobalamin
VITAMIN E DL—alpha—tocopheryl acetate VITAMIN B12 hydroxocobalamin
D—alpha—tocopheryl acid o
: BIOTIN D—biotin
succinate
phylloguinone ) .
VITAMIN K , L—ascorbic acid
(phytomenadione)
thiamin hydrochloride sodium—L—ascorbate
VITAMIN B1 thiamin mononitrate VITAMIN C calcium—L—ascorbate
riboflavin potassium—L—ascorbate
VITAMIN B2 | riboflavin 5° —phosphate, )
) L—ascorbyl 6—palmitate
sodium
<E 11> 78 AZESAH 8 RIN& 55
calcium carbonate ferrous carbonate zinc acetate sodium hydroxide
, ] , ] , sodium salts of
calcium chloride ferrous citrate zinc chloride , ,
orthophosphoric acid
calcium salts of citric acid | ferric ammonium citrate | zinc citrate potassium bicarbonate
calcium gluconate ferrous gluconate zinc gluconate potassium carbonate
calcium glycerophosphate | ferrous fumarate zinc lactate potassium chloride
, ferric sodium diphosp | , , ,
calcium lactate hat zinc oxide potassium citrate
ate
calcium salts of ) ,
) ) ferrous lactate zinc carbonate potassium gluconate
orthophosphoric acid
. , ) potassium
calcium hydroxide ferrous sulphate zinc sulphate
glycerophosphate
. _ ferric diphosphate :
calcium oxide , manganese carbonate | potassium lactate
(ferric pyrophosphate)
magnesium acetate ferric saccharate manganese chloride potassium hydroxide
elemental iron (carbo ,
. , ) potassium salts of
magnesium carbonate | nyl + electrolytic + h | manganese citrate , ,
orthophosphoric acid
ydrogen reduced)
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magnesium chloride cupric carbonate manganese gluconat | sodium selenate
magnesium salts of ) ) manganese sodium hydrogen sel
o ) cupric citrate ]
citric acid glycerophosphate enite
magnesium gluconate | cupric gluconate manganese sulphate sodium selenite
magnesium ) . . . .
cupric sulphate sodium bicarbonate chromium () chloride
glycerophosphate
magnesium salts of ) ) )
) ) copper lysine complex | sodium carbonate chromium (Ill) sulphate
orthophosphoric acid
. . o . ) ammonium molybdate
magnesium lactate sodium iodide sodium chloride
(molybdenum (V1))
. ) . . ) . sodium molybdate
magnesium hydroxide | sodium iodate sodium citrate
(molybdenum (V1))
magnesium oxide potassium iodide sodium gluconate potassium fluoride
magnesium sulphate potassium iodate sodium lactate sodium fluoride
2t A
ABC o= Qo

Health Canada®ll

Ingredients databaseE 7}A] a1l t}.

Natural

Health Products

Matural Health Products Ingredients Database

The Natursl Health Products Ingredients Database (NHPID) provides an electronic tool
which enables members of the public to access information on the following topics:

Oats Datsbase Last Changed: 2016-D4-18

What's New
in-the NHPID

acceptable medicinal and non-medicinal ingredients used in Natuml Health Products (NHP)
standard terminclogy used by the Natural Health Products Online System (NHP Online System), known as

"Controlled Vocabulary™, referring to acceptable quality test methods, dosage forms, non-medicinal
ingredient purposes, and so on.

labelling standards {AbBLS)

Members of the public can search these topics using the following search functions:

Ingredient Search

pre-cleared information such as single ingredient monographs, product monographs and abbreviated

In the Search For field, enter any part of an ingredient name or Chemical Abstract Service (CAS) number Select
an ingredient role from the Role dropdown list, and click on the Search button to display the search results for the

query.

Please note that the homeopathic ingredient names and sources are mainly in English because it
represents information coming from one French language phanmacopoeia and four English language
pharmacopoeias. Fully bilingual ingredients will be available in the near future.

Search For: |

Role: aj

.

<3 11> Natural Health Products Ingredients database
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Ingredients
Australian Approved Names List for Therapeutic Substances

The TGA provides access to information about ingredients used in products. This Ingredients Database portal
goods. The Ingredients Database allows you to search for a particular substance through the portal below.

The list of ingredients previously published in the TGA approved terminology for meadicines document is inclw

Search for: | | in | All Fields ul

There are two types of ingredients, active and excipient. An active ingredient is the therapeutically active cor
a finished dosage form, other than an active ingredient.

For queries about approved names for chemical or biological ingredients, contact TGAnamestga.gov.au
For queries about approved names for herbal ingredients, contact ici

<18 12> 23 = DATABASE
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Approved Claims Requirements for the Food

Claim Requirements

Model Claim, Statements

For calcium and osteoporosis claim—high in
calcium
For calcium, vitamin D and osteoporosis

claim—high in calcium and vitamin D

Calcium and Osteoporosis o ) )
} o —assimilable (Bioavailable)
and calcium, vitamin D,
and osteoporosis . )
Supplements must disintegrate and dissolve,

and

Phosphorus content cannot exceed calcium

content

The claim makes clear the importance of adequate
calcium intake, or when appropraite, adequate calcium
and vitamin D intake, thoughout life, in healthful diet,
are essential to reduce osteoporosis risk. The claim
does not imply that adequate calcium intake, or when
appropriate, adequate calcium and vitamin D intake, is
the only recognized risk factor for the development of

osteoporosis.

The claim does not attribute any degree of reduction in
risk of osteoporosis to maintaining an adequate dietary
appropraite, an adequate
dietary calcium and vitamin D intake, thoughout life.

calcium intake, or when

Calcium and Osteoporosis: Adequate

calcium throughout life, as part of a

well—balanced diet, may reduce the risk

of osteoporosis.

Calcium, vitamin D and osteoporosis:

Adequate calcium and vitamin D, as part

of a well balanced diet, along with

physical activity, may reduce the risk of

osteoporosis.

Dietary Fat and Cancer (Fish & game meats: "Extra lean")

Required terms:

"Total fat" or "Fat"

"Some types of cancers" or "Some cancers"

Does not specify types of fats or fatty acids that may
be related to risk of cancer.

Development of cancer depends on many
factors. A diet low in total fat may reduce
the risk of some cancers.

Sodium and Hypertension | Low sodium

Required terms:

"Sodium", "High blood pressure"
Includes physician (Individuals with high
their

claim defines high or normal blood pressure

statement

blood pressure should consult physicians) if

Diets low in sodium may reduce the risk
of high blood
associated with many factors.

pressure, a disease

10) FDA, Guidance for Industry: A Food Labeling Guide (11. Appendix C: Health Claims)
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Approved Claims

Requirements for the Food

Claim Requirements

Model Claim, Statements

Dietary Saturated Fat and

Cholesterol, and risk of

Coronary Heart Disease

Low saturated fat,

Low cholesterol, and

Required terms:
Saturated fat and cholesterol,

"Coronary heart disease" or "heart disease"

Includes physician statement (individuals with elevated

While many factors affect heart disease,
diets low in saturated fat and cholesterol
may reduce the risk of this disease.

Low fat blood total——or LDL——cholesterol should consult their
physicians) if claim defines high or normal blood
total——and LDL——cholesterol.
. ) Required terms:
A grain product, fruit, or vegetable that| _ -~ o . ) L
) . ) Fiber", "Dietary fiber", or "Total dietary fiber i i . . .
) o ) contains dietary fiber; Low fat diets rich in fiber—containing
Fiber—Containing Grain ) )
) Low fat, and . . . . grain products, fruits, and vegetables may
Products, Fruits, and Some types of cancer" or "Some cancers )
reduce the risk of some types of cancer,
Vegetables and Cancer ) ) ) . . .
Good source of dietary fiber (without a disease associated with many factors.

fortification)

Does not specify types of dietary fiber that may be
related to risk of cancer.

Fruits, Vegetables and
Grain Products that
contain Fiber, particularly
Soluble Fiber, and Risk
of Coronary Heart
Disease

A fruit, vegetable, or grain product that contains fiber;

Low saturated fat,

Low cholesterol,

Low fat,

At least 0.6 grams of soluble fiber per RACC
(without fortification), and,

Soluble fiber content provided on label

Required terms:
"Fiber", "Dietary fiber", "Some types of dietary fiber",
"Some dietary fibers", or "Some fibers"

"Saturated fat" and "Cholesterol"

"Heart disease" or "Coronary heart disease"

Includes  physician  statement  ("Individuals  with
elevated blood total——or LDL—-—cholesterol should
consult their physicians") if claim defines high or

normal blood total——and LDL——cholesterol.

Diets low in saturated fat and cholesterol

and rich in fruits, vegetables, and grain
products that contain some types of
dietary fiber, particularly soluble fiber,

may reduce the risk of heart disease, a
disease associated with many factors.

Fruits and Vegetables and
Cancer

A fruit or vegetable,

Low fat, and

Good source (without fortification) of at least
one of the following

Required terms:
"Fiber", "Dietary fiber", or "Total dietary fiber";

"Total fat" or "Fat",

"Some types of cancer" or "Some cancers"

Low fat diets rich in fruits and vegetables
(foods that
contain  dietary

low in fat
fiber,
Vitamin C) may reduce the risk of some

are and may

Vitamin A, or
types of cancer, a disease associated

with  many factors. Broccoli is high in
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Approved Claims

Requirements for the Food

Claim Requirements

Model Claim, Statements

Vitamin A,

Vitamin C, or

Dietary fiber

Characterizes fruits and vegetables as "Foods that are
low in fat and may contain Vitamin A, Vitamin C, and
dietary fiber."

Characterizes specific food as a "Good source" of
one or more of the following: Dietary fiber, Vitamin A,
or Vitamin C.

Does not specify types of fats or fatty acids or types
of dietary fiber that may be related to risk of cancer.

vitamin A and C, and it is a good source
of dietary fiber.

Folate and Neural Tube

"Good source" of folate (at least 40 mcg

folate per serving)

Dietary supplements, or foods in conventional
food form that are naturally good sources of

folate (i.e., only non—fortified food in

conventional food form)

Required terms:

Terms that specify the relationship (e.g., women who
are capable of becoming pregnant and who consume
adequate amounts of folate) "Folate", "folic acid",
"folacin","folate a B vitamin", "folic acid, a B vitamin,"
"birth

defects, spinal bifida, or anencephaly", "birth defects

"folacin, a B vitamin," "neural tube defects",

Healthful diets with adequate folate may
reduce a woman's risk of having a child

Defects The claim shall not be made on products that | of the brain or spinal cord —— anencephaly or spinal i ) )
i ) ) . ) o ) with a brain or spinal cord defect.
contain more than 100% of the RDI for vitamin | bifida", "spinal bifida or anencephaly, birth defects of
A as retinol or preformed vitamin A or vitamin D | the brain or spinal cord".
Dietary supplements shall meet USP standards for | Must also include information on the multifactorial
disintegration and dissolution or otherwise bioavailable | nature of neural tube defects, and the safe upper limit
of daily intake.
Amount of folate required in Nutrition Label
Sugar free, and Required terms: Full  claim: Frequent  between—meal
"does not promote," "may reduce the risk of," "useful | consumption of foods high in sugars and
Dietary Noncariogenic | When a fermentable carbohydrate is present, | [or is usefull in not promoting" or "expressly [or is | starches promotes tooth decay. The sugar

Carbohydrate Sweeteners
and Dental Caries

the food must not lower plague pH below 5.7.

Eligible substances

expressly] for not promoting" dental caries;

"dental caries" or "tooth decay."

alcohols in [name of food]l do not
promote tooth decay.
Shortened claim(on small packages only):

Does not promote tooth decay.
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Approved Claims

Requirements for the Food

Claim Requirements

Model Claim, Statements

1) The following sugar alcohols:xylitol, sorbitol,
mannitol, maltitol, isomalt, lactitol, hydrogenated
starch hydrolysates, hydrogenated glucose syrups,
erythritol, or a combination of these.

2) The
isomaltulose

following sugars: D-—tagatose and

3) The
sucralose

following non—nutritive sweetener:

"sugar alcohol" or "sugar alcohols" or the name or

names of the sugar alcohols

Note: D—tagatose may be identified as "tagatose"

When the substance that is the subject of the claim is a
noncariogenic sugar (i.e., D—tagatose) the claim shall
identify the substance as a sugar that, unlike other sugars,

does not promote the development of dental caries.

that
consumption of foods high

Includes statement frequent between meal
in sugars and starches

can promote tooth decay.

Packages with less than 15 square inches of surface
area available for labeling may use a shortened claim.

Soluble Fiber

from

Certain Foods and Risk

of Coronary
Disease

Heart

Low saturated fat

Low cholesterol

Low fat, and

The food product must include one or more
of the following whole oat or barley foods: 1)
oat bran, 2) rolled oats, 3) whole oat flour,
4) whole grain barley or dry milled barley, and
the whole oat or barley foods must contain at
least 0.75 g of soluble fiber per RACC of the
food product; or

Oatrim that contains at least 0.75 g of beta—glucan
soluble per RACC of the food product; or

Psyllium husk that contains at least 1.7 g of

Required terms:
"Heart disease" or "coronary heart disease."

"Saturated fat" and "cholesterol."

In specifying the substance the claim uses the term
"soluble fiber" qualified by the name of the eligible
source of the soluble fiber, which is either whole oat

or barley or psyllium seed husk.

Claim specifies the daily dietary intake of the soluble
fiber source necessary to reduce the risk of CHD

Claim specifies the amount of soluble fiber in one
serving of the product.

Additional Required Label Statement

Soluble fiber from foods such as [name
if desired,

name of food product], as part of a diet

of soluble fiber source, and,
low in saturated fat and cholesterol, may
heart disease. A
serving  of food
supplies __ grams of the [necessary daily
dietary intake for the benefit] soluble fiber
fiber
necessary per day to have this effect.

reduce the risk of

[name of product]

from [name of soluble source]
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Approved Claims

Requirements for the Food

Claim Requirements

Model Claim, Statements

soluble fiber per RACC of food product.

Eligible Sources of Soluble Fiber

Beta—glucan soluble fiber from the following
whole oat and barley sources:

1) Oat bran

2) Rolled Oats

3) Whole Oat Flour

4) Oatrim

5) Whole Grain Barley and Dry Milled Barley

6) Barley Beta Fiber

7) Soluble fiber from psyllium husk with purity
of no less than 95%

The amount of soluble fiber per RACC must
be declared in nutrition label.

Foods bearing a psyllium seed husk health claim must
also bear a label statement concerning the need to
consume them with adequate amounts of fluids; e.g.,
"NOTICE: This food should be eaten with at least a
full glass of liquid. Eating this product without enough
liguid may cause choking. Do not eat this product if
your have difficulty in swallowing."

Soy Protein and Risk of
Coronary Heart Disease

At least 6.25 g soy protein per RACC

Low saturated fat,

Low cholesterol, and

Low fat (except that foods made from whole
soybeans that contain no fat in addition to

that inherent in the whole soybean are exempt
from the "low fat" requirement)

Required terms:

"Heart disease" or "coronary heart disease"
"Soy protein"

"Saturated fat" and "cholesterol"
Claim specifies daily dietary
protein associated with reduced risk

intake levels of soy
Claim specifies amount of soy protein in a serving of

food

(1) 25 grams of soy protein a day, as

part of a low in saturated fat and
cholesterol, may reduce the risk of heart
disease. A serving of [name of food]
supplies __ grams of soy protein.

(2) Diets low in saturated fat and
cholesterol that include 25 grams of soy
protein a day may reduce the risk of

heart disease. One serving of [name of
food] provides __ grams of soy protein.
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Approved Claims

Requirements for the Food

Claim Requirements

Model Claim, Statements

Plant Sterol/stanol

and Risk of
Heart Disease

esters
Coronary

At least 0.65 g plant sterol esters per RACC
of spreads and salad dressings, or

At least 1.7 g plant stanol esters per RACC
of spreads, salad dressings, snack bars, and
dietary supplements.

Low saturated fat,

Low cholesterol, and

Spreads and salad dressings that exceed 13
g fat per 50 g must bear the statement "see
nutrition information for fat content"
exempted from the

Salad dressings are

minimum 10% DV nutrient requirement

Required terms:
"May" or "might" reduce the risk of CHD

"Heart disease" or "coronary heart disease"

"Plant sterol esters" or "plant stanol esters"; except
"vegetable oil" may replace the term ‘plant" if
vegetable oil is the sole source of the sterol/stanol
ester

Claim specifies plant stero/stanol esters are part of a
diet low in saturated fat and cholesterol.
CHD risk

Claim does not attribute any degree of

reduction.

Claim specifies the daily dietary intake of plant sterol
reduce CHD
the amount provided per serving.

or stanol esters necessary to risk, and

Claim specifies that sterol or stanol esters

should be consumed with two different meals each a
day.

plant

(1) Foods containing at least 0.65 gram

per of vegetable oil sterol esters, eaten
twice a day with meals for a daily total
intake of least 1.3 grams, as part of a
diet low in saturated fat and cholesterol,
may reduce the risk of heart disease. A
[name of food]

serving of supplies __

grams of vegetable oil sterol esters.

(2) Diets
cholesterol

fat
include two servings of

low in saturated and
that
foods that provide a daily total of at least
3.4 grams of plant stanol esters in two
the

A serving of

meals may reduce risk of heart

disease. [name of food]

supplies __ grams of plant stanol esters.
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11) FDA, Guidance for Industry: Interim Procedures for Qualified Health Claims in the Labeling of Conventional
Human Food and Human Dietary Supplements
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(PASSCLAIM) & 1t 3}g]ch.14)

F+HelA PROCESS FOR THE ASSESSMENT OF SCIENTIFIC SUPPORT FOR CLAIMS ON

FOODS

1L =
(# 19> #& PASSCLAIM &7/
HE& SR claims
Can be beneficial in
Can help to lower ch | Can help to reduce :
reducing cholesterol ¢
olesterol as part of a | cholesterol as part of ) Lowers cholesterol Regulates cholesterol | Controls cholesterol
) ) oncentrations as part
Overall CVD low—fat diet a low—fat diet )
of a low—fat diet
Reduces cholesterol | Helps reduce Helps maintain a
concentrations cholesterol healthy heart
Lipid and ) May lower triacylglycerol ) May lower the risk of
. . May increase HDL cho . May improve your . .
lipoprotein i concentrations (after a | . i i cardiovascular diseases
) lesterol concentrations lipoprotein profile )
metabolism meal) /coronary heart disease
) Can have a beneficial | Can have a beneficial e ]
Diet—related i n ) e ) ) ) May lower the risk of
. Hemostatic Can have a beneficial | effect on blood clotting | ffect on the fibrinolytic | May help to keep the | May improve endothelial ) .
cardiovascular ) ) . » i ) : cardiovascular diseases
i function effect on bleeding time | (or on specific coagul | system (or on specific | blood thin function )
disease ) o ) /coronary heart disease
ation factors) fibrinolytic factors)
- T L May lower the risk of
Oxidative May inhibit lipid May lower oxidative | May decrease LDL ) )
o o o cardiovascular diseases
damage peroxidation damage oxidation/modification )
/coronary heart disease
) May reduce blood ) ) May lower the risk of
Homocysteine ) May improve endothelial ) )
) homocysteine ) cardiovascular diseases
metabolism ) function )
concentrations /coronary heart disease
i ) ) ) ) May lower the risk of
May lower systolic May lower diastolic May reduce left May lower the risk of | May lower the risk of ) )
Blood pressure ) ) cardiovascular diseases
blood pressure blood pressure ventricular hypertrophy | stroke heart failure )
/coronary heart disease
Calcium retention | This product is a source | This product contains ) )
Bone Health : o ) i i ) ) This product contains
and bioavailability | of X or X is essential for | a highly bioavailable so X helps to keep your
and X for stronger teeth

Osteoporosis

Calcium homeostasis
Bone turnover and

the development and m
aintenance of teeth and

urce of X; X in combin
ation with (named) oth

and bones

bones strong

14) PROCESS FOR THE ASSESSMENT OF SCIENTIFIC SUPPORT FOR CLAIMS ON FOODS. European Journal of Nutrition, Vol. 42, Supplement 1 (2003)
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claims

bone cell function
Bone metabolism
/density

bones - this product co

ntains (amount) of X.

er components of this
product for better utilis
ation by the body

Strength and power

Increases muscle strength

Increases muscle force

Enhances sprint and/

Increases muscle mass

Reduces muscle fatigue

Enhances recovery

or power or jump performance | /volume

Improves endurance o Improves substrate
Endurance, ener | Improves endurance : Improves fat oxidation | Spares muscle glycogen | Improves energy balance )

capacity delivery

gy supply and r
ecovery

Reduces lactic acid

accumulation

Improves transport of
oxygen to working muscles

Increases blood flow

Reduces gastro—
intestinal distress

Hydration status:
markers of hydrat
ion status and a
ssessment of reh

Improved hydration status

Faster rehydration

Physical ] )
erformance ydration efficacy
P ) Flexibility Increased flexibility
and fitness Ti th Increased protein Increased protein Increased muscle Increased fat—free Reduced fat mass or | Reduced intra—abdominal
issue grow )
synthesis mass mass mass body fat percentage (or trunk) fat mass
Free radical
scavenger
i Reduces damage by .
capacity and i Prevents oxidative stress
i free radicals
prevention of
oxidative stress
Attenuates immunosu o : :
, , , , , Reduces incidence of | Reduces severity (duration)
Immune function | Improves immune function | ppression during or | . ) ) )
i infection of infection
after exercise
Reduces the risk of | Contributes to body ) Helps to reduce energy )
) ) ) ) Decreases body fat Reduces abdominal fat ) Reduces appetite
Overweight body weight gains weight reduction /food intake
Body weight g ) Increases metabolic N L
. Increases satiety i Increases lipid oxidation
regulation, rate/energy expenditure
insulin Help store duce the risk

sensitivity and
diabetes risk

Diabetes mellitus

Improves blood
glucose control

Reduces plasma
glucose levels

Limits the post—prandial
glucose rise

Improves glucose
tolerance

Reduces the risk of
type 2 diabetes

of long—term complicati
ons of hyperglycaemia

Lowers glucose delivery
in the bloodstream

Increases glucose
disposal

Increases the first phase
of insulin secretion

Mental state
and

Mood

Improves your mood

Improves your emotional
well—being

Helps to relax

Helps to feel more
energetic

Makes you feel better

Makes you happy/
happier
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claims

performance

Helps avoiding sadness

Hips avadng dgressive nood

Reduces anxiety

Improves depression

Arousal, activation,
vigilance, attention,
sleep

Increases mental
alertness

Increases arousal

Reduces daytime
sleepiness

Boosts mental speed

Helps restful sleep

Improves a good
night’ s sleep

Reduces drowsiness

Reduces sleepiness

Reduces somnolence

“Wake—up” effect

Reduoes the post—-unch dp

Attenuates the post—unch dp

Improves sleep quality

Enhances attention

Enhances vigilance

Enhances concentration

Increases mental Increases selective at | Increases goal Increases frustration )
Increases mental power ) } ) Counteracts fatigue
endurance tention orientation tolerance
Motivation and | Facilitates high . ) . Helps to cope with ¢ Reduces depressive
Facilitates learning Facilitates effort ) ) o Counteracts burnout
effort performance hronic fatigue syndrome | motivational states
Improves chronic Counteracts performance | Increases stress Helps to sustain high
fatigue syndrome decrements resistance performance
) ) o ) ) Improves visual
Perception See more clearly Improve night vision Improve visual acuity
development
Improves short—term | Improves long—term | Reduces risk of memory
Memory Improves memory .
memory memory decline
. . . . Helps to manage
Intelligence Increases intelligence | Helps to think faster

complexity

Gut health and
immunity

Digestion, absor
ption, motility
Evacuation
Protective immunity
Hypersensitivity
Inflammation

Helps you stay regular

Aids regular transit

Maintaining the balance
of the digestive system

Helps maintain a
healthy digestive system

Helps maintain the
balance of the
intestinal flora

To help balance the
probiotics in your
digestive system

Modulates bowel activity

Promotes natural
rhythm of the bowel

Improves intestinal transi

Active on intestinal
comfort

Boosts the body’ s
immune system

Stimulates the immune
system

Helps your body to

protect itself

Helps the body to
defend
external aggressions

itself against

Feel fabulous with fibre

Refresh and re—energise
your mind and body

Product X stimulates
mineral absorption

Keep harmful bacteria
at bay

Product X helps against
harmful bacteria, stimu
lating the immune syste
m, helping reduce the r
isk of infections and d

igestive problems

Product X helps calcium
absorption and is ideal
for osteoporosis or per
sons in growing age

Product X promotes rec
overy from milk allergy,
alleviates  allergic infla
mmation and reduces

atopic skin symptoms

Supports the body’ s
natural defences

Proven benefits to
your digestion

Improves digestion

Boosts natural Actively strengthens the Help strengthen your | Enhances defences | Promotes natural Helps reduce the number of
resistance body’ s natural resistance | natural defences of the body healthy digestion harmful micro—organisns

) ) o ) Produces an antimicrobial
Assists in elimination | Counteracts potentially

of harmful organisms

harmful bacteria

substance which fights
against pathogens
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+3 COMMISSION REGULATION (EU) No
(health claims)”} Yd¥ o] Qltt. 18]31 EU

432/2012°) 3%+

S guR U= AAAREANE AA
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ol &9 A =23 gow Article 20(1) of Regulation (EC) No 1924/2006 ] 4]

se1d 4 ek

<E 20> 8§38 525 = Health claims

Substance

Claim

Conditions of use of the claim

Activated charcoal

Activated charcoal contribute
s to reducing excessive flatul
ence after eating

The claim may be used only for food which contains 1 g of
activated charcoal per quantified portion. In order to bear th
e claim information shall be given to the consumer that the
beneficial effect is obtained with 1 g which should be taken

at least 30 minutes before and 1 g shortly after the meal.

Alpha—linolenic acid
(ALA)

ALA contributes to the maint
enance of normal blood chol
esterol levels

The claim may be used only for food which is at least a so
urce of ALA as referred to in the claim SOURCE OF OMEG
A—3 FATTY ACIDS as listed in the Annex to Regulation (E

C) No 1924/2006. Information shall be given to the consum
er that the beneficial effect is obtained with a daily intake

of 2 g of ALA.

Arabinoxylan produce
d from wheat endosp
erm

Consumption of arabinoxylan
as part of a meal contributes
to a reduction of the blood
glucose rise after that meal

The claim may be used only for food which contains at lea
st 8 g of arabinoxylan (AX)—rich fibre produced from wheat
endosperm (at least 60 % AX by weight) per 100 g of ava
ilable carbohydrates in a quantified portion as part of the

meal. In order to bear the claim information shall be given
to the consumer that the beneficial effect is obtained by
consuming the arabinoxylan (AX)—rich fibre produced from

wheat endosperm as part of the meal.

Barley grain fibre

Barley grain fibre contributes
to an increase in faecal bulk

The claim may be used only for food which is high in that
fibre as referred to in the claim HIGH FIBRE as listed in t
he Annex to Regulation (EC) No 1924/2006.

Beta—glucans

Beta—glucans contribute to t
he maintenance of normal bl
ood cholesterol levels

The claim may be used only for food which contains at leas
t 1 g of beta—glucans from oats, oat bran, barley, barley b
ran, or from mixtures of these sources per quantified portio
to t

he consumer that the beneficial effect is obtained with a dai

n. In order to bear the claim information shall be given

ly intake of 3 g of beta— glucans from oats, oat bran, barl

ey, barley bran, or from mixtures of these beta—glucans.

Beta—glucans from oa
ts and barley

Consumption of beta— gluca
ns from oats or barley as pa
rt of a meal contributes to th
e reduction of the blood glu
cose rise after that meal

The claim may be used only for food which contains at lea
st 4 g of beta—glucans from oats or barley for each 30 g
of available carbohydrates in a guantified portion as part

of the meal. In order to bear the claim information shall be
given to the consumer that the beneficial effect is obtained
by consuming the beta—glucans from oats or barley as pa

rt of the meal.

Betaine

Betaine contributes to normal
homocysteine metabolism

The claim may be used only for food which contains at lea
st 500 mg of betaine per quantified portion. In order to be
ar the claim information shall be given to the consumer th
at the beneficial effect is obtained with a daily intake of 1,

5 g of betaine.

Carbohydrate—electrol
yte solutions

Carbohydrate—electrolyte solu
tions contribute to the maint
enance of endurance perfor
mance during prolonged end
urance exercise

In order to bear the claim carbohydrate—electrolyte solution
s should contain 80—350 kcal/L from carbohydrates, and
at least 75 % of the energy should be derived from carbo
hydrates which induce a high glycaemic response, such as
glucose, glucose polymers and sucrose. In addition, these
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Substance

Claim

Conditions of use of the claim

beverages should contain between 20 mmol/L (460 mg/L)
and 50 mmol/L (1,150 mg/L) of sodium,
molality between 200—330 mOsm/kg water.

and have an os

Carbohydrate—electrolyte solu
tions enhance the absorption
of water during physical exer
cise

In order to bear the claim carbohydrate—electrolyte solution
s should contain 80—350 kcal/L from carbohydrates, and
at least 75 % of the energy should be derived from carbo
hydrates which induce a high glycaemic response, such as
glucose, glucose polymers and sucrose. In addition, these
beverages should contain between 20 mmol/L (460 mg/L)
and 50 mmol/L (1,150 mg/L) of sodium,

molality between 200—330 mOsm/kg water.

and have an os

Chitosan

Chitosan contributes to the
maintenance of normal blood
cholesterol levels

The claim may be used only for food which provides a dail
y intake of 3 g of chitosan. In order to bear the claim inf
ormation shall be given to the consumer that the beneficia

| effect is obtained with a daily intake of 3 g of chitosan.

Chloride

Chloride contributes to norm
al digestion by production of
hydrochloric acid in the sto
mach

The claim may be used only for food which is at least a s
ource of chloride as referred to in the claim SOURCE OF
[NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/S] as
listed in the Annex to Regulation (EC) No 1924/2006.

Choline

Choline contributes to normal
homocysteine metabolism

The claim may be used only for food which contains at least 82,5
mg of choline per 100 g or 100 ml or per single portion of food.

Choline contributes to normal
lipid metabolism

The claim may be used only for food which contains at least 82,5
mg of choline per 100 g or 100 ml or per single portion of food.

Choline contributes to the m
aintenance of normal liver fu
nction

The claim may be used only for food which contains at least 82,5
mg of choline per 100 g or 100 ml or per single portion of food.

Creatine

Creatine increases physical p
erformance in successive bur
sts of short—term, high inte

nsity exercise

The claim may be used only for food which provides a dai
ly intake of 3 g of «creatine. In order to bear the claim inf
ormation shall be given to the consumer that the beneficia

| effect is obtained with a daily intake of 3 g of creatine.

Docosahexaenoic acid
(DHA)

DHA contributes to maintena
nce of normal brain function

The claim may be used only for food which contains at lea
st 40 mg of DHA per 100 g and per 100 kcal. In order to
bear the claim information shall be given to the consumer
that the beneficial effect is obtained with a daily intake of

250 mg of DHA.

DHA contributes to the maint
enance of normal vision

The claim may be used only for food which contains at lea
st 40 mg of DHA per 100 g and per 100 kcal. In order to
bear the claim information shall be given to the consumer
that the beneficial effect is obtained with a daily intake of

250 mg of DHA.

Eicosapentaenoic aci
d and docosahexaeno
ic acid (EPA/DHA)

EPA and DHA contribute to t
he normal function of the he
art

The claim may be used only for food which is at least a sou
rce of EPA and DHA as referred to in the claim SOURCE O
F OMEGA—-3 FATTY ACIDS as listed in the Annex to Regulat
ion (EC) No 1924/2006. In order to bear the claim informatio
n shall be given to the consumer that the beneficial effect i

s obtained with a daily intake of 250 mg of EPA and DHA.

Fluoride

Fluoride contributes to the m
aintenance of tooth mineralis
ation

The claim may be used only for food which is at least a s
ource of fluoride as referred to in the claim SOURCE OF

[NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/S] as
listed in the Annex to Regulation (EC) No 1924/2006.

Foods with a low or re
duced content of satur
ated fatty acids

Reducing consumption of sat
urated fat contributes to the
maintenance of normal blood
cholesterol levels

The claim may be used only for food which is at least low
in saturated fatty acids, as referred to in the claim LOW S
ATURATED FAT or reduced in saturated fatty acids as refe
rred to in the claim REDUCED [NAME OF NUTRIENT] as lis
ted in the Annex to Regulation (EC) No 1924/2006.
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Substance

Claim

Conditions of use of the claim

Foods with a low or re
duced content of sodiu
m

Reducing consumption of so
dium contributes to the main
tenance of normal blood pre
ssure

The claim may be used only for food which is at least low
referred to in the claim LOW SODIUM/S
ALT or reduced in sodium/salt as referred to in the claim
REDUCED [NAME OF NUTRIENT] as listed in the Annex to
Regulation (EC) No 1924/2006.

in sodium/salt as

Glucomannan
(konjac mannan)

Glucomannan contributes to
the maintenance of normal b
lood cholesterol levels

The claim may be used only for food which provides a dail
y intake of 4 g of glucomannan. In order to bear the clai
m information shall be given to the consumer that the be
neficial effect is obtained with a daily intake of 4 g of glu

comannan.

Glucomannan in the context
of an energy restricted diet ¢
ontributes to weight loss

The claim may be used only for food which contains 1 g o
quantified portion. In order to bear the
claim information shall be given to

f glucomannan per
the consumer that the
beneficial effect is obtained with a daily intake of 3 g of

glucomannan in three doses of 1 g each, together with 1—
2 glasses of water, before meals and in the context of an

energy—restricted diet.

Guar Gum

Guar gum contributes to the
maintenance of normal blood

cholesterol levels

The claim may be used only for food which provides a daily i
ntake of 10 g of guar gum. In order to bear the claim, infor
mation shall be given to the consumer that the beneficial ef

fect is obtained with a daily intake of 10 g of guar gum.

Hydroxypropyl methylc
ellulose (HPMC)

Consumption of Hydroxyprop
yl methylcellulose with a mea
| contributes to a reduction i
n the blood glucose rise aft
er that meal

The claim may be used only for food which contains 4 g o
f HPMC per quantified portion as part of the meal. In ord
er to bear the claim information shall be given to the con
sumer that the beneficial effect is obtained by consuming
4 g of HPMC as part of the meal.

Hydroxypropyl methylcellulose
contributes to the maintenan
ce of normal blood cholester
ol levels

The claim may be used only for food which provides a dai
ly intake of 5 g of HPMC.
mation shall be given to the consumer that the beneficial
effect is obtained with a daily intake of 5 g of HPMC.

In order to bear the claim infor

Lactase enzyme

Lactase enzyme improves lac
tose digestion in individuals
who have difficulty digesting
lactose

The claim may be used only for food supplements, with a
minimum dose of 4 500 FCC (Food Chemicals Codex) unit
s with instructions to the target population to consume wit
h each lactose containing meal.

Lactulose

Lactulose contributes to an a
cceleration of intestinal transi
t

The claim may be used only for food which contains 10 g
of lactulose in a single quantified portion. In order to bear
the claim, information shall be given to the consumer that
the beneficial effect is obtained with a single serving of 1

0 g of lactulose per day.

Linoleic acid

Linoleic acid contributes to t
he maintenance of normal bl
ood cholesterol levels

The claim may be used only for a food which provides at le
ast 1,5 g of linoleic acid (LA) per 100 g and per 100 kcal.
Information shall be given to the consumer that the benefi
cial effect is obtained with a daily intake of 10 g of LA.

Live yoghurt cultures

Live cultures in yoghurt or fer
mented milk improve lactose
digestion of the product in i
ndividuals who have difficulty
digesting lactose

In order to bear the claim, yoghurt or fermented milk shoul
d contain at least 108 Colony Forming Units live starter m
icroorganisms (Lactobacillus delbrueckii subsp. bulgaricus

and Streptococcus thermophilus) per gram.

Meal replacement for
weight control

Substituting one daily meal o
f an energy restricted diet wi
th a meal replacement contr
ibutes to the maintenance of

weight after weight loss

In order to bear the claim, a food should comply with spec
ifications laid down in Directive 96/8/EC in relation to foo
d products under Article 1(2) (b) of
to achieve the claimed effect, one meal should be substit

that Directive. In order

uted with meal replacements daily.

Substituting two daily meals
of an energy restricted diet

In order to bear the claim, a food should comply with spec

ifications laid down in Directive 96/8/EC in relation to foo
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Substance

Claim

Conditions of use of the claim

with meal replacements con
tributes to weight loss

d products under Article 1(2)(b) of that Directive. In order
to achieve the claimed effect, two meals should be substit
uted with meal replacements daily.

Melatonin

Melatonin contributes to the
alleviation of subjective feelin
gs of jet lag

The claim may be used only for food which contains at lea
st 0,5 mg of melatonin per quantified portion. In order to
bear the claim, information shall be given to the consume
r that the beneficial effect is obtained with a minimum int
ake of 0,5 mg to be taken close to bedtime on the first d
ay of travel and on the following few days after arrival at

the destination.

Melatonin contributes to the
reduction of time taken to fa
Il asleep

The claim may be used only for food which contains 1 mg
of melatonin per quantified portion. In order to bear the cl
aim, information shall be given to the consumer that the
beneficial effect is obtained by consuming 1 mg of melat

onin close to bedtime.

Monascus purpureus (red
yeast rice)

Monacolin K from red yeast r
ice contributes to the mainte
nance of normal blood chol
esterol levels

The claim may be used only for food which provides a dail
y intake of 10 mg of monacolin K from red yeast rice. In
order to bear the claim, information shall be given to the
consumer that the beneficial effect is obtained with a dail
y intake of 10 mg of monacolin K from fermented red yea

st rice preparations.

Monounsaturated and/
or polyunsaturated fat
ty acids

Replacing saturated fats with
unsaturated fats in the diet ¢
ontributes to the maintenan
ce of normal blood cholester
ol levels [MUFA and PUFA ar

e unsaturated fats]

The claim may be used only for food which is high in unsat
urated fatty acids, as referred to in the claim HIGH UNSAT
URATED FAT as listed in the Annex to Regulation (EC) No
1924/2006.

Oat grain fibre

Oat grain fibre contributes to
an increase in faecal bulk

The claim may be used only for food which is high in that
fibre as referred to in the claim HIGH FIBRE as listed in t
he Annex to Regulation (EC) No 1924/2006.

Oleic acid

Replacing saturated fats in t
he diet with unsaturated fats
contributes to the maintena
nce of normal blood cholest
erol levels. Oleic acid is an

unsaturated fat.

The claim may be used only for food which is high in unsa
turated fatty acids, as referred to in the claim HIGH UNSA
TURATED FAT as listed in the Annex to Regulation (EC) N
o 1924/2006.

Olive ail polyphenols

Olive oil polyphenols contribu
te to the protection of blood
lipids from oxidative stress

The claim may be used only for olive oil which contains at leas
t 5 mg of hydroxytyrosol and its derivatives (e.g. oleuropein co
mplex and tyrosol) per 20 g of olive oil. In order to bear the ¢
laim information shall be given to the consumer that the benef

icial effect is obtained with a daily intake of 20g of olive oil.

Pectins contribute to the mai
ntenance of normal blood ch
olesterol levels

The claim may be used only for food which provides a dail
y intake of 6 g of pectins. In order to bear the claim infor
mation shall be given to the consumer that the beneficial

effect is obtained with a daily intake of 6 g of pectins.

Pectins i ) ) The claim may be used only for food which contains 10 g
Consumption of pectins with ) o ) )
) of pectins per quantified portion. In order to bear the clai
a meal contributes to the red ) i i
) m, information shall be given to the consumer that the be
uction of the blood glucose r o ) ) ) )
) neficial effect is obtained by consuming 10g of pectins as
ise after that meal
part of the meal.
) The claim may be used only for food which is at least a s
Phosphorus contributes to no i )
o ource of phosphorus as referred to in the claim SOURCE
rmal energy—vyielding metabol
Phosphorus ) OF [NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/

Ism

S] as listed in the Annex to Regulation (EC) No 1924/2006.

Phosphorus contributes to no

The claim may be used only for food which is at least a s

_59_




Substance

Claim

Conditions of use of the claim

rmal function of cell membra
nes

ource of phosphorus as referred to in the claim SOURCE
OF [NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/
S] as listed in the Annex to Regulation (EC) No 1924/2006.

Phosphorus contributes to th
e maintenance of normal bo
nes

The claim may be used only for food which is at least a s
ource of phosphorus as referred to in the claim SOURCE
OF [NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/
S] as listed in the Annex to Regulation (EC) No 1924/2006.

Phosphorus contributes to th
e maintenance of normal tee
th

The claim may be used only for food which is at least a s
ource of phosphorus as referred to in the claim SOURCE
OF [NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/
S] as listed in the Annex to Regulation (EC) No 1924/2006.

Plant sterols and plan
t stanols

Plant sterols/stanols contribut
e to the maintenance of nor
mal blood cholesterol levels

In order to bear the claim information shall be given to the
consumer that the beneficial effect is obtained with a dail

y intake of at least 0,8 g of plant sterols/stanols.

Resistant starch

Replacing digestible starches
with resistant starch in a mea
| contributes to a reduction in
the blood glucose rise after t
hat meal.

The claim may be used only for food in which digestible sta
rch has been replaced by resistant starch so that the final

content of resistant starch is at least 14 % of total starch.

Rye fibre

Rye fibre contributes to norm
al bowel function

The claim may be used only for food which is high in that
fibre as referred to in the claim HIGH FIBRE as listed in t
he Annex to Regulation (EC) No 1924/2006.

Wheat bran fibre

Wheat bran fibre contributes t
0 an acceleration of intestinal
transit

The claim may be used only for food which is high in that
fibre as referred to in the claim HIGH FIBRE as listed in t
he Annex to Regulation (EC) No 1924/2006.
ear the claim information shall be given to the consumer th

In order to b

at the claimed effect is obtained with a daily intake of at
least 10 g of wheat bran fibre.

Wheat bran fibre contributes
to an increase in faecal bulk

The claim may be used only for food which is high in that
fibre as referred to in the claim HIGH FIBRE as listed in t
he Annex to Regulation (EC) No 1924/2006.
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QuA ¥ (Lipid profile, Henostatic function, Blood pressure, Calcium homeostasis, Bone
metabolism/density, Strength and power, Endurance, energy supply and recovery, Body fat
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Motivation - effort, Memory, Intelligence, Digestion - absorption - motility, Evacuation, Protective

Improvement of blood glucose levels,

mmunity, Hypersensitivity, Liver, Urinary systems, reproductive systems, UV protection,

Retention of moisture, fatigability of eye, Oral cavity, Antioxidation) = -3} t}.

Diet—related cardiovascular
disease

Hemostatic function

Blood pressure

Bone Health and Osteoporosis

Calcium homeostasis

Gut health and immunity

s SER HES 558
Lipid profile Digestion, absorption, motility

Evacuation

Protective immunity

Hypersensitivity

Bone metabolism/dens
ity

Liver health

Liver

Physical performance
and fitness

Strength and power

Urinary system health

Urinary systems

Endurance, energy supp
ly and recovery

Endocrine & reproductive
systems

reproductive systems

Body weight regulation,
insulin sensitivity and
diabetes risk

Body fat deposition
(t)otal amount /distributio
n

Improvement of bloo
d glucose levels

Dermatologica systems health

UV protection

Retention of moisture

Mental state and performance

Mood

Motivation, effort

Eye health

Eye

Fatigability of eye

Memory

Ears, nose, throat: local

systems health

Oral cavity

Intelligence

Other system health

Others

Quality of life

Antioxidation
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"Don't Let Sugar Linger in Your Blood. Blood Sugar
Manager supports healthy blood sugar metabolism
by enhancing the ability of cells to accept and

convert glucose more efficiently. This unique | 2 SE= AOMF(HASEHAER)E &]5t1 Q| Consumption of beta—glucans from oats or barley
RS glucose control formula helps to quickly move sugar | Of, &9 S+E& ettts| ot22 X0 F2E 7|8 | as part of a meal contributes to the reduction of
from the blood to the body's cells, where it can be | O|7] A|&tstM 20| A &gkl Ct. the blood glucose rise after that meal

used to create healthy energy.
Improve your health now with out ever lifting a
finger!"

2 ME2 sixfee +=84A0|d7 XNEXStAZIM , . .
Replacing saturated fats with unsaturated fats in

s healthy chol ! lovel LHEES HIESIH ZAHES &8 AA 29| e di i h , ; |
*
Do A=A upports eatly cholesterol levels ol Y&LICH S2L 5zl =2 wo| A3t ZBHo| the diet contributes to the maintenance of norma
Blocks absorption of cholesterol from food=* Cow e o s o w _ ., | blood cholesterol levels [MUFA and PUFA are
Ue 2oL Y Z2LAEHE #X7F =2 204 FH
- unsaturated fats]
St ot

Super Steed is a powerful whole food blend of seeds,
sprouted grains and legumes that supplies your body
with a nutrient—dense, vegetarian source of both

Hf =+ S 2 = soluble and insoluble fiber. Super Seed contains | Z=HES2|1Y1 MojldRe &322 & W HIOHA Lactul wibut ; lerat y
R . . . , . B} = } actulose contributes to an acceleration o
HFUHdEs 49 ingredients specifically ~ chosen for their ability to | #2t R&7FS HESH 2l AEQ HEHE ZFst | | ) )
o oy = intestinal transit
7h support normal gut flora balance, regular bowel | Of HitHig ZA &L|Ct
function and overall health. An excellent source of
fiber, two servings of Super Seed provide over 50%
of the Daily Value for Fiber. =*
""eFAolE" R AUXA MFE SHAHES =
+E dxstn AFS HHE ZTHsSt= MoldFIt B
AHL/ s ts Healthy Digestive Funct 25t Aoj2| 25 HEE 28R S5t X B AHE | Activated  charcoal  contributes  to  reducing
o upports Healthy Digestive Function= _ _ , ,
IRV Rl 2 SIFUX AFstll AL2E Y AHE0| =2 Z, | excessive flatulence after eating
IFol HENIF HEEE 259 AYE Mo =20
ELICEH SIUA H F 4O
xylitol has been shown to have decay— prevent ative | O] 22 ZX|9 Y0l0| X &= ZAIZ (Xz2|Ent , , ,
) ' N = - N o - _ - = | Sugar—free  chewing gum  with  carbamide
) properties  according to the California Dental | ZE|S)E At&stT USLICH ESH X|ote] MAM3|3E ) , )
ot o . L ~ - neutralises plague acids more effectively than
Association. Further research has shown an ability for | Zal5te XUZ|E, EFZL2FEE(FLD), ALY . . .
. . . , o sro s = == _, | sugar—free chewing gums without carbamide
xylitol to reduce oral bacteria. Plus, xylitol contains 40% | MZ&S &85t U222, X|o0fE EESIn AAUS

_75_



7158 U8 A=

e
I
H0
it

less calories than sugar and is absorbed more slowly,
helping to support stable blood sugar. And, unlike

)

. e L AL CE.
controversial artificial sweeteners, natural xylitol is safe

for kids, with no known toxicity.

Two heart—supporting herbs in one formula.*

Oleuropein, found in olive oil and olive leaf, has e _ L ) ) :
&3t JO2HEIEE HiESt | Potassium contributes to the maintenance of

kI oTh
o

R S| been shown to help maintain healthy blood =
. Ct. normal blood pressure
pressure levels that are already within the normal

range.=*

Supports Cardiovascular Health»

Terminalia arjuna is a deciduous tree found through out India,
the bark of which has been used in traditional Ayurvedic
herbalism to support cardiovascular health for over three

g

of
J
= oy
= ox
Pal
oz

centuries. According to animal research, Terminalia arjuna

ob TE i
m
£
N
I
:Oé
ma o

may help maintain healthy phospholipid and triglyceride
levels, and has demonstrated antioxidant activities
comparable to vitamin E.

Fat Magnet is the advanced electrostatic fat— binding

MES, RYel 548 ARSHs HUZT o221
E 2

=
o
formula that removes unwanted fat from the foods you 3 _
HALol AZ=E 204 -

H| K|

0.

eat! It is formulated with the powerful fat— binding

o
i
B
M oon rh

fiber, Chitosan.

Calcium is the most abundant mineral found in the body
and is vital in supporting the overall structure and function
of the body and maintaining good health. The Ultimate
Calcium Mineral Formula for Roex contains four forms of
calcium that are easily absorbed by the body, and also Vitamin D contributes to normal absorption/
includes vitamin D, magnesium and selenium to promote utilisation of calcium and phosphorus

maximum absorption and bioavailability.

Adequate calcium and vitamin D throughout life, as part of
a well— balanced diet, may reduce the risk of
osteoporosis.

Bone Health -
o] Zg FXAO =Z0| == tfFolAaEEt

St M5 H=5 ATE HOI2R i

9lE 7l=0l= =0A HEELUO.

=
Ipriflavone may be a beneficial dietary supplement for = Vitamin D contributes to the maintenance of

postmenopausal women, those at risk for osteoporosis, normal bones

oo
4

or anyone concerned about bone health.

_76_




7lsd8 UE

o=

Hr
¥
o

It provides the very best of bilberries to support
healthy eye functionx

Bilberry Extract provides a strong extract of bilberries.
Infact, it takes 100 pounds of bilberries to yield one
pound of this superior extract. Plus, Bilberry Extract is
standardized to contain the fruits key flavonoid
compounds that disarm damaging free radicals—an
important factor for eye health.*

= MEo=

A E-DHAZ}

=

2EStAIZ L T

DHA contributes to the maintenance of normal
vision

Garcinia cambogia delivers a powerful extract called
Hydroxycitric  Acid (HCA). HCA may act as a
metabolism booster and in one preliminary study
significantly increased exercise endurance.*

Carbohydrate—electrolyte solutions contribute to
the maintenance of endurance performance during
prolonged endurance exercise

Supports Healthy Blood Flow and Heart Function
Pycnogenol contains antioxidants isolated by a patented
method from French Maritime Pine Bark (Pinusmaritima).
Pycnogenol supports healthy cardiovascular function by
protecting blood vessel lining and promoting healthy blood
flow.

Water—Soluble Tomato Concentrate (WSTC) | and I
helps maintain normal platelet aggregation, which
contributes to healthy blood flow

~
]
o

Milk Thistle helps to maintain healthy liver function
through its antioxidant properties, and is frequently
used by people concerned with environmental toxins
found in cigarette smoke, alcohol and pollution

Bz Zeo Mxg

Choline contributes to the maintenance of normal
liver function

a7 o A

Nutritional Support For Menopausal Health*

EREN

oy Ho
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Activated Quercetin is a unique bioflavonoid derived from plant
sources. In human cell culture studies, quercetin has been
shown to inhibit histamine release. Additional research needs
to be conducted to confirm the effects of quercetin, if any, in
humans. Bromelain is a pineapple enzyme that may assist the
body in times of stress. Magnesium ascorbate is a
buffered(non—acidic) form of vitaminC that helps support the
immune system.*

r
nx
]
oy

Power For Joints!*
Vitamin C
Plays an important role in the production of collagen,

Vitamin C contributes to normal collagen
formation for the normal function of cartilage
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the main constituent of cartilage in joints, which is
necessary to keep joints healthy and flexible.*
Glucosamine
Plays a key role in rebuilding the cartilage necessary for joint
health and flexibility. Stimulates production of
glycosaminoglycans, structural components of cartilage. *
Chondroitin
Helps flexibility of the joints by hydrating the cartilage
tissue. Also, protects against free radical damage and
blocks enzymes that inhibit the rebuilding of cartilage.*
2 HEos 238 ZEtET0|E HiEH, 2#HY H 2
Promotes Mental Function and Memory* H =2EO| HFEON JUSLICH 2HY ESEO/E HY Pantotheni id wibut ; | tal
; _ = = antothenic acid contributes to normal menta
1A= 4 Supports  circulation in the brain, promotes mental | A, 2 HEH ZHEZ2 QX Jls9 LFOl JA
: = _ - L =ho o | Performance
function and memory.* H(L - MEQ Oo|0X - /AR HEE Hegels ) &
Aste 7180l Y= A2 EAE0 AELCH
Supports Normal Relaxation from Tension Brought on b
o ,‘l’ps ¢ Y| 2 MEe L-sjofdo] Bes0l YsLICh L-Bofde
ai tress
AEetst Y , oY S0l "efste & E 2stste 7s0l Ues A -
Promotes Muscular and Nerve Relaxation N
. . oz 21k0f UsLCH
Encourages a Sense of Emotional Well Being
Strong immune support* . .
~ . ) Copper contributes to the normal function of the
HAHAS T Dietary supplement which supports the thymus gland - ,
) immune system
and immune system
Powerful pumpkin seed extract for healthy bladder strength
in women.*
Y k7] = Recent research has focused on pumpkin's phytosterol B B
< components. Clinical studies reveal that these phytosterols
can significantly impact urinary tract health by helping
maintain hormone balance.*
Includes Lacto and Bifido Probiotics to Support
iAo A M Vaginal Health . B 3
Promotes Healthy Yeast Balance, Vaginal &
Urinary Tract Heath
Cranberries naturally tend to increase urine acidity
QEAZ , - -
and decrease urine odor.
2srdsH Promotes Physical Performance= - Creatine increases physical performance in
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Ginseng contains ginsenosides and ) ) ) )
_ ) : ) successive bursts of short—term, high intensity
SFN flavonoids—bioactive factors that help promote i
) exercise
physical performance.*
Consumption of phosphatidylserine may reduce the risk of _ _ = _
g f prosk dyh gy ly Vo iy | & HIEOIE S99 BetwiolS WM, 2¥Y M2
cognitive sfunction in the elderly. Ve imited an _ B} =
onitve dy oo B 2E0| #REO YsUCL 2¥Y Bapmiwol b
R preliminary scientific research suggests that 3 _ = C ) . . .
OIX| s &4 ) ) . N A, 2 HEH ZHER2 QX 759 ARl IJ|Y | lodine contributes to normal cognitive function
phosphatidylserine  may reduce the risk of cognitive _
o | (RZE oA AN 4719 HUEE 20|l URE &’
dysfunction in the elderly. FDA concludes that there is .
. e . . , 1= AsLCE
little scientific evidence supporting this claim.
Dietary supplement for healthy prostate function.x
MMz Standardized saw palmetto berry has been proven B 3
effective in  multiple clinical studies linking saw
palmetto berry and prostate health.*
2 HME2 ImidapeptideZt ERE0 A2 UM M
12 A Physical Stress Adaptogen= 2o Il MAMA m=zZE etstst= 7150l UE | Iron contributes to the reduction of tiredness and
H = H < T = A S5 = .
Enhances Energy and Reduces Fatigue=* LCh MM D25 X2Zste 2S0|A Hest AZQ | fatigue
L Ct.
, , , , , o = ME2 4 Rl SZAAME0ET grE0 ASU
Evening Primrose Qil contains gamma— linolenicacid an ° Lo . o i i
il . o Ct. 4 Sl 22AMERIEE D29 2&5H(H 207 | Biotin contributes to the maintenance of normal
i Ay Omega 6 fatty acid that helps to maintain smooth, | . _ L i o e = ,
. . s)2 =0l 7|50 U7 W2 ZIEFE 7|50 U | skin
healthy— looking skin. = N
= ez 2%0 A&t
A 25E EntE= 2ZHE(FHAM) JtRE("M)E
Ct2k stestn YsL ot
Scientific research has demonstrated that Ginkgo © _Tr M= oo = i ) ) ) )
I . o +E2|THOIE ENLES F2ME s MAE SHUSIEE | Riboflavin contributes to the protection of cells from
el Biloba Extract may have powerful antioxidant _ - _ N L
, o AL, it IS AXsttn LN AUSL T oxidative stress
properties. _ o
* FH2EO|2H ALjolM HIEITIAZ WSt C X 2ot
N MFSstH §480 £ot U
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* This statement has not been evaluated by the Food and Drug Administration. This

product 1s not intended to diagnose, treat, cure, or prevent any disease.

T

(1) T2/ A9 A = AW ZE A (disease claim) 2 {5+ 3EA|16)
O 54 Aol AW 22 olshe 24
Structure/Function claim Disease claim
Hz7| 442 3TAMII= AS &= getof]l Chst 25
MEEM T LS =8 MAHE FKXIol=F
oo T ST pen meE 55 4 ZE 24
|=|EE|'
& a5 7AotEE s=Ch YISSE IS 4D
o|2t=2 FXAZICE QRN EH] 2t5)
Implied Disease claim(Express Disease claim)
HBU0| EOIEL) = GTAUC| MES S=Ct (AR|T) | 7| 2K HH 2i5) (HA)
2 oflgt (ZHEXE) HAAABRIO| k52 QISH ARE|= S ot (AIDS)
2R E= O E %*Eiléﬂ %*-‘iioill_iﬁi_o._@ | o
A2, RE, 7FF1D =20| L =2 3AZICH | 243 AEYSS oY (REH)
(=4Ol x|2)
RNeB =5 JI2E=S 95150 (HAZOIL | ba e _
Ao, = o ESSE BRHE (BES0Y | 2500 oisaig s A=l BYE £E ()
03 d9| HIH7| O|F It Bl K= AS OEHBLEES) | BLE MZEIH HA|= AS O 2SiCh (2 o] ofd)
2Eo| SRS Jidstn AEO| FE S52 ETLE | sia A (zred)
(FAEIAY 2EE) ceiieH
Lt MO|X|Ee HH U EEE X ETHCH (A herbal Prozac (28%)
S22 (ZHE)
15) FDA, Dietary Supplement Labeling Guide: Chapter VI. Claims

16) FDA, Regulations on Statements Made for Dietary Supplements Concerning the Effect of the Product on the
Structure or Function of the Body, Vol. 65, No. 4, January 6, 2000
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o === & & U= 6 HI 8 1.8% 6.2% 22.6% 43.2% 26.2% 100.0%
55) EatE0l ANY2RE BIEE | 50w 15 26 121 216 122 500
Ag AAStH M X A0 =2 :
s = T wg  3.0% 5.2% 24.2% | 43.2% | 24.4% | 100.0%
56) O MZF= SHAYLS BHF I3 38 88 169 147 58 500
St QUN CfE M EFe HWSHH @ 3.2
S o MRS HS 4 9 H| S 7.6% 17.6% 33.8% 29.4% 11.6% | 100.0%
57) ol MZS C|ZelMetol=
(Diacylglyceride) & &85t1 U0 59 BlE 62 112 148 131 47 500
CHE ABR9 MRS W AF |
23 SN MAE S A HE | 12.4% 22 4% 29.6% 26.2% 9.4% 100.0%
g + s
58) MAY &0 =SS F o, wE 8 31 147 203 111 500
oL, TH CIHAZAEO| OlF i
- 6 | ng 1.6% 6.2% 29.4% 40.6% 22.2% | 100.0%
HIEEHE EMEM A 0 F=127.719, p<0.001
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20, “ZX|” Of CiEF 7|SA EA| Ol =
— “59) Bt A, MY AR, SAT dES MollAlF SXUMAES HAaAE & ASUHLDEY 9
HAZS 3.672 2 LIEIL
CH 29> “SX|” o thst Jls BA Ol =
- HiE _, 7ol 0|3 L N o s )
i gz S omza LM =e EEE apom mm
50) Eetd a, &dH oA, oz 18 51 119 203 109 500
SA T HEES NollAMAH KLY i 3.67
oES ZAAZL & US|t Hl & 3.6% 10.2% 23.8% 40.6% 21.8% 100.0%
23. “ZE{” o tfst Jlsd EAl Ol =
- "60) MUY ZEEs ST TS & & US” 9 WAL 3.852F LIELH.
<HE 30> “Z&E” of tht 7l HA| Ol =
- BIE/ | . as | S Ol o BE | 0 s .
Sus B2 Lo od RE T s oz | e ols | &
60) MU Z&EES =X =2 385 gle 12 23 122 213 130 500
s 2+ U HlS 2.4% 4.6% 24.4% 42.6% 26.0% | 100.0%
24, “HEZJM” of tist 7lsd HAl Ol
- “61) AEZAZ QS ZEI|MO =22 & & US” 9 HA42 3.972F LIEH.
- "62) A7E 28 A IERIM TS & & US” 9 AL 3.872F LIEHH.
- HSEE t—-Z2d Z1 p=0.00322 2719 7| HEAO &t Ol == XtO|7} U= A2ZE LiEtH
<HE 31> “m=ZIfM” o thst 7ls BEAl Ol =
- WIS/ L o A9 OIB oL HE o s i
Sus NI ULTE S R s oz | e ols &
61) AEFAE QIst mEI|AM 3.97 glE 11 18 96 224 151 500
o E=2E & & %S ' H| S 2.2% 3.6% 19.2% 44 8% 30.2% = 100.0%
62) X7M 2= A mz7jMo 387 BlE 14 23 116 210 137 500
E=8 & ¢ US ' HIS 2.8% 4.6% 23.2% 42.0% 27.4%  100.0%
sxs t—ad 21 : t=2.953, p=0.003
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25. "m&" of tigt 7lsd HAl Ol

- “63) HE E= Aol ot LFEYLZRH O|f AZS RAS=EH &8 & ¢ USHD
o Bdtal2 3.9822 LIEHH

- “64) I 2500 =52 & ¢ UASFLO o BTDU2 3.9422 LIEMH

- HSE=E t-dd 23 p=0.2252 LIEILE 2709 7|5 BAO CHE Ofsf == XtO|7F Bl A= Lt

<B 32> “OlF” of gt 7ls HAl Ol

= = Bl =/ ~ ms | 212l OfH oL Az . -
>z B2 o o Rm T o ozt Mol &
63) AE Ee AelMol ofsk Gl 13 17 94 221 155 500
I R&dC2RH T8 7H4S /1 3.98
xoteh £22 = £ Q&L Hl2 2.6% 3.4% 18.8% 44.2% 31.0% 100.0%
64) OIE 250 T=2S & % 3.94 gle 10 26 105 202 157 500
UFHT ' Hl & 2.0% 5.2% 21.0% 40.45 31.4% i 100.0%

2 LEHH.

- “66) A0 FHT BIMALE HASIEH =858 & & US" 2 BDUS 3.7522 HEHH

- "67) Fitats BT =52 F 4 UL AMAEMS =Helo] BeEL ot of HA4t2 3.59
SF LtEHH.

- "68) MIAEHAZRE QME ERSiEH =82 & & UST A BOAUS 3.472= LIEHH.

- "69) M0 =S & + US" 9 U2 3.682=F LIEIH.

— 70) gitsof EEE & 4+ ALY, 2E ANHEAHO| DEE of B2 3.6122 LIEMH.
- HE5E 2ME4 21 p<0.001 A2t = LIEIL 6742 Jls EAOf ok Ofsi== RHO|7F A=
Ao 2 LIEH

<E 33> "Etett o et 7ls EA Oloh =

— HlE/ - — 7{2] o|sH ot A= - -
e BE g Ol R T BE orsta e ol EA
65) @izt =M =I2 = I3 13 38 144 202 103 500
4 qlout oMAES S8 2ol | 3.69
o] T™WRBH|C} Hl & 2.6% 7.6% 28.8% 40.4% 20.6% 100.0%
66) QMo Rt yaas . . HE 15 30 128 220 107 500
M7Asten E22 2 4 S ' HE  3.0% 6.0% 25.6%  44.0% 21.4%  100.0%
67) 2uss SN =55 = g 17 48 151 189 95 500
T USL QUM ARl Sl =elo]  3.59
o @Bt C} Hl & 3.4% 9.6% 30.2% 37.8% 19.0% 100.0%
68) MSIAEARRE QAAE o . HE 18 75 153 162 92 500
Booten 522 5 4 US ' HE = 3.6% 15.0% 30.6% | 32.4% 18.4% | 100.0%
. HE 15 38 149 188 110 500
SHAFS co = A Ol
60) gastol £5& & £ A& 368 g 3.0% 7.6% 29.8% 37.6% 22.0% | 100.0%
70) Usfol =22 5 4 9o 0 8l 17 48 146 191 98 500
L, 2R QI gAB0l A|gE | HE | 3.4% 9.6% 29.2% | 38.2% 19.6% | 100.0%

U SN 2ARAl AT} F=12.967, p<0.001
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o
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28. " of st Jlsd EAl Ol =
— “78) Y2 HUS £#ZFECE |Xot=H E22 & & USFUDY 9 HAGS 3.932F LEtE.
- “79) YOl AZ™EANE BOAH E2E & & USLIDY 9 BHAS 3.932=F LEHL.
— “80)71ASH o /X0 T2 & £ U2 9 HAUS 3.942F LIELH.
- “81) =2 Y 40 E8S E & US” 9 HAa2 3.942F LIEHH
— “82) EUO| =2 AMEOAH E2E2 & &+ US” 2 HHAS 3.9422 LIEH.
- HBI5Ed 2AMEM 2L p=0.9862Z 57129 7|5 EAN Cfst Olsi== XtO|7} @l HA2ZE LIE}
Lt
= .
(HE 35> “"e” of oist 7| EAl Olsil =
_ HlE _ 7H2| 0|3 s - _
2z gz BF osze UM we O5EE aeowm mm
78) BUE AU 4Fo2 B HliE 11 23 103 216 147 500
xsted 222 = 4 YsUcot ' H|S 2.2% 4.6% 20.6% 43.2% 29.4% | 100.0%
79) o] HAGAE 2o 303 = 12 19 117 197 155 500
EEE & = UsHC ' HlS 2.4% 3.8% 23.4% 39.4% 31.0% i 100.0%
go)AzsteEAo X E2ES 394 gl 11 22 106 209 152 500
FUAS ' HIS 2.2% 4.4% 21.2% 41.8% 30.4% i 100.0%
81) =2 B AN E2S = 304 HlE 17 16 104 205 158 500
= US ' HlS 3.4% 3.2% 20.8% 41.0% 31.6% | 100.0%
82) Q0| =2 AtoH =2 394 glE 12 22 104 208 154 500
s &+ Us ' H| S 2.4% 4.4% 20.8% 41.6% 30.8% | 100.0%
HIEEHd 2MEM A3 @ F=0.076, p=0.986
29. "¥ZF IAXY” of tist 7lsd BHAl Ol
- “83) %3 ZIXNE Mo EB2 & & UZ” 9 AU 3.522F LIEMS
— “84) O] &2 ClZzlM2tol = (Diacylglyceride) & &®std A0 CHE ASRe HUSUS of A
T E5 SHXYLL HXY S HE £ UST o BHAU2 3.0922 LIEH
- HsHE2 t—-Zd Z2} p<0.001 A2 2 LIEIL 2709 7| HAIO| CiEh Olsi == XtO|7t U&= A
OS2 LtEIH.
CH 36> “83 sgXNY” o tis Jls BAl Ol =
_ HlE - _ 7H2| 0|3 s - _
72 gz U oszw MU0M oz U5 ZF meom  ma
A0 =
83) = Z=MXE Mo == 550 gl 23 59 142 185 91 500
s 2+ U ' H| S 4.6% 11.8% 28.4% 37.0% 18.2% i 100.0%
84) o] ME2 Cl=gAMztol=
(Diacylglyceride)E &835tn HlE 51 105 150 136 58 500
of CHE AE8Re HUWSIFE ©f i 3.09
A% 23 SN ML T HE | 10.2% 21.0% 30.0% 27.2% 11.6% | 100.0%
bt EE = UZ

Zit 1 t=8.618, p<0.001
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30. “€3 ZE2HE" of Oist Jlsd EAl Ol =
— “85) EZ EH2AHE £F9 MM TS & £ ULt OtF2 WEtEOl 277t BFFLCY
O HAZt2 3.672 2 LIEHH.
— “86) €3 BHUAHE Mo =22 & & UESHL o BFUS 3.862F LtELH.
- "87) =2 3 ZUAHE £X9 Mo =20 EUCH o BHA2 3.842F LIEHE.
- “88) E3& ZH2AHE £F2 st SXloted 288 & & USLICY 9 HAURS 3.8422
LtEFE
- HIEEE ZAEA Zd p<0.001 0|2t =2 LIEHL 4749 7|5 HEAO| St OlsH=&= XtO|7F QU
HO 2 LIEtL,
< 37> “EF S 2HE" of tist 7l BEAl OlslE
- HiE o me A2 O L N o Ala )
i gz S omza LM =e EEE apom mm
85) @& ZaLHE =2 A T 13 36 159 185 107 500
do| =28 & £ U2Lt otF | 3.67
o qpstmol a7t 25O} HIE 2.6% 7.2% 31.8% 37.0% 21.4% 100.0%
86) BE ZYAHE Mol & 386 e 11 25 117 217 130 500
=52 & ¢ UAFHH ' H g 2.2% 5.0% 23.4% 43.4% 26.0% i 100.0%
87) =2 8= Zg AHE X 3.84 gl 11 29 122 206 132 500
o Jhdoll ==l Eut ' Hl 2 2.2% 5.8% 24.4% 41.2% 26.4% i 100.0%
88) 23 ZALHE 7S U gl 13 24 125 208 130 500
A5tA |Xsted =22 £ £ | 3.84
olaLct H g 2.6% 4.8% 25.0% 41.6% 26.0% : 100.0%
HHE RN 2AHEAM Z3}: F=13.646, p<0.001
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- "89) €9 5= o + Us LSS dAMc=Ed =52 E ¢ UST A BIU
3.722 % LIEtH.

‘00) € VMol =ES & 4+ US” 2 BTS2 3.8222 LIEH
- “01) 228 FHMUSY FH:IMT)SI AHE S 29 Mo =88 & & A" 2 BT

U 3.692F L}EtL,
- 55y EMEM ZI p<0.001 A|2t2 2 LIEtLE 4749 7|5 EA0 CHst Ol == %}O|7F QU
|.

rlo

rlo

rr

- HiE o me A2 O L N o s )
i gz S omza LM =e EEE apom mm
89) oo sS=g HilE 4 Bl 15 40 132 197 116 500
e LTS HE HAst=0 £ i 3.72
22 = £ 9= Hl & 3.0% 8.0% 26.4% 39.4% 23.2% 100.0%
90) & JjMo| TE2EES &= % 382 e 15 29 122 199 135 500
US ' H| 8 3.0% 5.8% 24.4% 39.8% 27.0%  100.0%
91) 2 FHUSE F 13 28 56 146 193 77 500
H:AMT)E7t AME S8 ™ | 3.47
MM E22 = £ 92 Hl & 5.6% 11.2% 29.2% 38.6% 15.4% 100.0%
92)BHOIASSHBANMAE | o BlE 10 45 140 202 103 500
52 & ¢ U5 ' Hl 2 2.0% 9.0% 28.0% 40.4% 20.6% : 100.0%
HIEEY FAEA 23 @ F=28.345, p<0.001
32. “FZ” of Oigt Jsd BEAl Ol E
— “03) FZOAM FAEHENH T8 F & U o HHUS 3.832F LiELH.
<E 39 “FZ4” of st 7l BEAl Ol =
_ BT _ i 79 0|3 [ o s :
i gz SF omza LM =e ESF apom omm
93) JFZOMO A0 T 383 B 15 19 123 221 122 500
52 & ¢ U5 ' Hl 2 3.0% 3.8% 24.6% 44.2% 24.4% i 100.0%
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Regulations on Statements Made for Dietary Supplements Concerning the Effect of
the Product on the Structure or Function of the Body

C. Definition of Disease (§101.93(g) (1))
AW Z %A (disease claim) & TA43H=E Aol ot A

W (disease)’ 2 AoE &3}l Aotd HoJ= BF
o

3, 4, 5)E 7Ivro 2 kgt AekE §101.93(g) (1)& 'AW'S tp& o] o5kt
AAAQ Fx e Aol EAQ AdA i A =4S EdhelE ) ojAke] AF &
T 373 SR ddd A ofu FiE, 7|, e Al (system) (e IR =S HIH e

7s o B o2 ojH ] (deviation)

¥ g2l NLEA®S A7 %A (health claims) #8& Aldste 42 43
1993de] wx ¥ ol AgE dASt. A¥FAd 7S AW Ee AA#d
(disease or health—related condition)'Z 2]o]HF A &2 Alo]o] HAE EAA = g &
T AR S-S @71 A8l AolHFA AxzPAe Al QT-sttt (section 403(r) (1) (B) of
the act; §101.14(a) (1)) ‘AW T AZAJYH & 18l v o] s o] Uk

AE 71584 9= Al 7], B8 7%, T A9 &4, 483 A3, == Vs
Zollg dovle A4 AH (A, 1¥); BrIdr APow sk AW (o, ¥y, H
eholgt= Zle Alglskd o] el EFFE A ok=thr x x,

Section 101.14(a) (5) (o] §101.14(a)(6)). Fe= §101.14(a) B)E AFA =
19994 3¢ 23¢94H a¥s L3t (62 FR 49859, 49867 3x).

FDAE: #3Ho% §ol ‘&4 (damage)’ 9 AHgol AZsAY F71k Ayl Bt F9
g AR 2o% ANT F An Y QA B £4 Fegn FAY Bt LS
g 5 Q7] wRe] F1EY AYF2EA P FAA dgvkn AES WA A
Sol, o] 44 A%e ANetA £4e] FA7} QAW Bws] Agolth

1999d 749 8%, FDA7}F #¥el Aoo] st At s 273 % ¥ E (Federal
Register) & &3 3|& & oA 9 7IkE AT ¢ SX = FAA] AY
= Aot vUrkA Aws HEddo o (D) FHEEHE F2/715 A FEA] (structure/function
claims) 9] Helel distol, A3k FllZE ¢ (a) §101.14(a) (B) oA 1993 9], T+
(b) Aok FFHelA A2 (2) FDAZF 199349 A2 gAgcd, &4 o fa dz=
ot ow AWow oldy= Be S wiAst=7E? oAE AlFstet (3) 29k 2 A
= AglstA &= A, 1993d o= AWl dAl ety oo gy dA =T (4) 8
gtrow AWow o)y = 2US Adstd oluldt AES 2ok WHeE 4 2
o] L

r BN

4 Lo

B ogwglsntn F3Ag. (Cldd A e Fort o de®ar ot “sht ol
= 97 A% olsleh: AAY wold @gkth) @ 9ae
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WA Bevt ok AEAYh Ao RFAL kF Al FHAE R glo] Aojw
g 99 AL FREA 5T F/AZIE 39 Hhae] ulFo], FDAL WAl A
7 3|

=
oA ZYAE getFor Ao R o= TR £
A& wASHA &5 Folghs &S5 UEt dE =9, ‘AdE FsskA &= AlA 7,
BE FZ = Ao g3t £4F(damage to an organ, part, structure, or system of the

body such that it does not function properly)” & Qo Fd& AlAQ 7|, FE FXx,

oY wgow tehbe £49 A FA Qe 49 AMeR 1F | 9
A% dedt 134 o g Sud JAAR, ATE, 14, 4F A4 g 5 e
Agto] Beln &4 AHA FA REow Wl Ae & 5 9lv] wEe] ol &4

flo

Agtsity. Vel E FUsks A4 dH(a state of health leading to such
dysfunctioning)” °ll thet A5 gk AlAS 7|#, FiE, %, B Al st 444 &
g ol8le TAE AEsSE AS 7] 33t

FDA:= AWl Ao gt d4s A7lstar olsjdAAe] "¢ (consensus)’ & F7-5=
Zol FxAoletal AztetA| ket 7Ee AAgAY FAH oA xR thFstar AFstAl
AAE Aafjzol EAlel theh Fojo] f1xd Fv s AowE A4 FDAE T3 BE&
2ol rFA ghdlle] g3 ¢ Qle Wty Hdst ] s FHojsh whel 383t 4
Aol Test= Aol

= Aol T8 7
webs, HE S AR 2R JOE 2T AN §101.14 () (B)olA AW &
v A% A8 A 9 AoE @S 2Py Aol vEAY A Lst Foe st 3%
B7el doAs ZA sk A9, FDAE JoE st #AAYY Al&s 18 Zolt.
(23.) st 9Jd2 FDA7F & AWS Aost= Aol 3 sttty A, 72> F2/7%
BruAE ARG FEeke A AR (common sense)' M e AREsfoFsithal
TR, o] e wEW, AoliFAE ‘5 AWE x x x B FYHOoE 5 AWy
HHd= A, FTEE detes e wmedh )oE AT £ QT #WE FxE X
eehA] @b X EAIE 3 E)oF St
FDA® AWe] Aort 2dasithe Zoll soakA] gtk o] F4o dist i &o&
olafsli= Aol Aol Atk AS FAhskHA AFAZQY A AW & E ARSI
FDAE ‘AW’ = 2

o
o
ol
O
r|
05~
SV
rlo o
o
1
ol
O
D)
5§
. 4
i)
[
AC)
=
i)
ok
1o
2
i)
o
o
1o
=2
o
v
o

9ol ot olefd AUES P4 H(normal)’ AL RE NF
g 5 Q) W] duHow of mx o] B B N P T = AW A

FDA+ DSHEA7Z} dxbd o7 oJALe] A7 glo] X u5dE 4 A= AW st +x2/71s4x%
BEAE gl Ao TosHA L=tk HE T AW dAlelA R 9387 Ao BE
Ao & U5 Fostes Ajtex] &skth. g ALY A5E HeshH o4 AW
dnkg o7 ookEo] OTCE Fal #ImE 4 & AEo|th(OTC oFE AxuAls AYdx
BA W FR2/NHFEA B o £238E) OTCHEEAIZF e 9ekEe ojul WA o]



HQash oopFe] AgHe 29 & A wet qfAlEn FDAE OTC 9ok Zx3Al 9]
TAAA HAEE FYstaL o]y Fx Al tist =i (monographs) < WREIHT o3& B
£ OTC Zx3A (A¥AxzEA 9 F2/7s%4x232A)E A AE glo] 2olnF Al &&
st slo], AA TAE £ AT 3= 294 A $97] wjFo, FDAE tE AWy
ThEA Aol B Fes AEstriglet Aol vk AZekA] ¢kt o] 49 vE 3
o Aretar = wkel o], OTC QJokas 8l vhe T/ HEIEA LT A AT AFstol

(25.) ¥ & 1993 o7t iAo Ao R ofdHx s A=A Fae
than Fg o] el wEW, DSHEAE AH|AE wE3tEs FAHY] wie] 239
Aol o&tA 9l o|F Rt AnH| A}t o]F| S wlE o R o} dir).

FDA®= &ol9] nlefsdel Jog omgt oger dest AHo] globd A 3} 2&
getgole] side gojof Al Qg FAsordttis Aol TolskA] oheth ofAl=
AL 1993 A= AT &0l anAe olsE bk A& VINbe R QI Eis

SHE AvskA et

D. Disease Claims (§101.93(g) (2))

(26.) @ gdso] AWAEAIRIA AAsH7] 98] AxIA7E BAEHE S 17

Zo] AAsitt= Atd §101.93(g) (2) 2] ¥3 (statement) o Fo k. 18y 3 oA

71 #E Aol BFAE Qekmo® vy 98 A AxIAlel gk #WeEbnt aestr] Wit

T8 W dEe doj= FDAZE dgjde] vk A& HojFrha T4t

FDA+ %% ¢od A= FZ2/7sH2IANE WA IANE v

v Aol YA gtk ARIAE UHEE S o= WA FAE A

=3

(27) 3 gdL 2 o 22 A 7HA VlEs 7HA kst R 0 (D)
= Aol A}

'

‘diagnose', 'prevent', 'treat', 'cure' 1@ 1l 'mitigate
= <¢k"tl; (2)  ‘stimulate', 'maintain', 'support', 'regulate', Z1¥] 1l
71BF frARSE ©ho] — = FxFEA8 ST A¥AZEAE FEE]
of Akg2 4 Qlvh; 8z (3) AFHE

= = A
34 %4 (clinical endpoints)2 T3/715 7 EA ol AFE4E 5 Qloh

ﬁd
=
Ir
N
ok
)
o
i
o
Ir

FDA= Al 7FA Ak 75 72/71 63283 A 9 AWAZREAIE s 523 <A
= Alwetal dvkal gzbetA] et olgdt VEel ol Ax Wuls] e AIFoR AR
A7 54 FAF  ‘diagnose!, 'prevent', 'treat', 'cure' T 'mitigate'E X§FeHA] o= 3
TZ/7172EA 5 A8 e =9k As 1A et

(28.) 95 %W A8|A A9 oY JAES FER/VS AR VY FHe AXPAT
At o] Vo]l UH BRI, ARAE 3o AAVF e AERIEAEZFEH BIEHA
8 Zlolgtal Pt FQ AEs|= Ajtel JIFEHE Ao®E A7EE /4TI o
F7F =488 AX7E Q3 FAHAIL FFRAS AESA HEd 5 e A i BAE
olgfst oA F dF= AAR ARbel dAWE FR/7ISHITEAILY AdFT7F DY S A
sttt ode FEIAH. odE =1, oldEd A T 4y e dAFAGEEA] (health
maintenance claims)+<= AW oW vty FEICE A, FQ HolRFTA 7o FI

|
w
~
|



2HES AL AAAJA 7] FFo] hn|zbel A AolHFA e #et FE& FRE AT
shol /715732 EAN 9 TS Aty 3

FDATE &H|ARE0] 7hs st & Aol FAlo] e W JIdd JRE, AL FIlstES 3
ot APAE W oAYgzEA g8l HA Aty dAsHA A Esokst sttt FDAE o]
T2 Q] 7]Fol AAA HE Atold] AHS 43S At A 24 x| glo], V]
T BE AFEE REAIE F Qlth olE B, xR T A5 AN AHReA 54 A
oS A st AZtE Y AREAE BAEE A8 T4 ddel, 3 & 5ol
o] gl oyt tAe Fx/7TAEIEAYG AWAXIEAE TRE 7 S Folth FDAE
ol st Aok UelA HFOo R, 7ol A T/ TEAS} AYAZREAE TS
3 LS HE VS sk, 713 SxrF BAlgle] 222 E Huke ¢ Qe A7
A% A A Qe AxExAe 58] fosteta st vk A7FFAGZEAI T RE
A AW o is hAlEEA] of B obefell A =t

(29.) A Ls 3P g gHLS  FER/VTAEEAY ‘2ol A (dietary
relationship)’ & 29 Zx3AI7F A4ds A adste A% #ddctar 2o o] gHdE
2lo] AEo] tfgt mdo] ‘AEY %y AHEHE Ay T 55 A= 2k 2]

2
Aol sty AHQIt(relate to the role of the dietary ingredient in the diet in
achieving effects like those associated with the effects of foods)’ I &3t} oA
Bz AAe] Aol obd AEFC @53 H|S(should be for an effect that is
similar to the non—disease effects of a food on the body)’ 3&tx ‘Algte] 2lo] A E9]
Ags Y] 28 sdHAY AFS 3 @A e WHoE AAY dd Vee
A A sk= @sololoF 3ttt (phrased to indicate the role of the dietary ingredient in the
diet in maintaining or supporting the ordinary functioning of the body in a manner
similar to that achieved through foods)’ 1 Hl&%th A7l AL ‘#9k 2 10F
2IE Alsits Ae Yeidle A 2 AFoERY 9Ad 55 vskA vErd
H (only if it is indicated to be similar to the effects achieved from foods, such as by
indicating that it provides a relaxing calming effect like a cup of tea)’ ZA3dA ‘o]
kS FXstth (promotes relaxation)’ & A 2 FFXBAE uHsio, Abd 3 A
< TR/ SAEEATE =7 f8 AESE NAAAIF (improves absentmindedness)’ 9]
ZIEAE T HHE o] oL dEspolm I AWSe A uwFol (because of
the association of absentmindedness with Alzheimer's disease)’ ZHAWHZEAZ T2
BERIANE BAAT. A AolHFAZE AT FdoF olgte AxIAE FEHA &
e 22 olfE AXIATF FEHA geth - AxRAE ©@es] o] AR asel
st 7o) ofut}(that claim should not be permissible for the same reason that a

claim that a dietary supplement is an 'oral contraceptive' Is not permissible — the

¢

=
RN
A

o

claim is simply not one for the effects of a dietary ingredient)” 1 3t}

FDA+= 'Aol®FA7F Ads Hests o= omrxojof 3dith=  Zl(intended to
supplement the diet)'ell &2]stt}t(section 201 (ff) of the act). I8y} section 403(r) (6)
of the act®& A7sldA, FDA: Aol thall whsolxl dxiAel 234e Stae 2ol 4
Astrta AWzl section 201(g) (1) (¢) of the act?t €8, section 403(r) (6) of the

actt “AF(food)” & B Tx/715dxRA e s7HE AdetA] derhe ok &
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AZ1A] 9Fa1). FDAx ARbA Rl Aol ugA] Heks /sty deks 3

st o, 2o|HFA 7 ‘AeS B $Sk= A (intended to supplement the
diet)” 0% oJL¥&= xS 7]do] oAWA oF AJA Fxd Aolghil AF s,
(30.) gt AL FDAZF F&2/71s7x2qA ol AFSH = B85 = 757, pre—disease, 1

2] g4 Abel (acceptable subclinical, pre—disease, and normal states)’ 9o H=S 7|t

gorsttta Wit
FDA+ 97 #|¢ks A&l slx|
o A& ¥3stslal FDAE 3 &
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s} (relieves headache)'= T%/7167dZ3%A17}F
T IEA 7 obekal A A

Aot AP ERAIE FEE Aolgk= Ao
P AW ol == A= d-dE Aol ofy
dAE x3EA]o) g (section 201 (g) (1) (¢)
EAE obYth 9)3= 53| section
EAI= 201(g) (1) (¢) of the act o}l
. WA section 201(g) (1) (¢) of the
Y T2/715FFEA, OTC B = 7

(reduces joint pain)
T AxFA0l] w
FDAE olelst 7]&o] #H

oot v Fast 9
gt A 2 e 75l
of the act). =, EE& 2Jekx7]
403(r) (6) of the act® WIS
OokF o R A Ao HFA 7L 1A H
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ZEIANE AFE F v 2P ol d g T stue AdHY FEE

5ol =S U (cranberry extract supports healthy urinary tract functioning)’
o AHEg A7 BT 22 w7bsstal Z19do] thAl mIFHsE Abghel A A dliM|g] FEEo]

5 Azt BoE F Qual TR R, dak gl A

St.John's Wort7} '7]%& A A]&=A] (supports mood)' AF-E FAst= A ‘B
(impossible)” 3t7] Witell 7|92 &3 AbEolAl v &= & Q
FDAE= DSHEA ot 8 &5¥+= 45 72742847t dFat]
A E =ol, A7 TR/ EIEANT dA A Heetar 784
golE& AHEETE O 8 AxEAE S
Adl WS de=edA A=
403 (r) (6) of the act9 =¥



&el FFE vAA deth AxdAES AlFel st A A7E 448 dF5d F Qe
A, 283 Y FREAE ARESH] SlE AAskEd #Fddo] Atk FDAY 574 A xxAl
= YdFohe oEES A5 WHel O idd ¢ Qe WAy @5E AR RA G
AVES st sk et 28 sh HE2 section 403(r) (6) of the actE ¢+
5] vhyF=ot
FDA&= H3h o] &dof AWE AxIEAE dFote A =7Fsstthes Aol s2shA %+
th & =9, ‘support mood' BERIEANE AT A8 el ds =49 g5
= T= TASHA ¥ 7| Wl dd =49 a5s Bt

AT Ber Aok oA, WIS

E. Effect on Disease or Class of Diseases (§ 101.93(g) (2) (1))
Ak §101.93(g) (2) (D ollA, BWAIA & dAHez 54 Ao} Ao 93-S

TR AT, RdE AYAZIAE EY FDAE e 22 AYAxzEA] A 1F
AlATE o o] AE = Ao tfdk X% (protective against the development of
cancer)’ , ‘AAA3 AHAY EF 2 AP 7HA (reduces the pain and stiffness
associated with arthritis)’” , ‘¥¢3a T5 J&F FrA(decreases the effects of alcohol

= 1=
intoxication)’ ¥ ‘wWAHH] 943} (alleviates constipation)’ FDAZ} &7 ZW Alg] o

FEFS HAIA e dAFoRE AFGeHA] g AxdAle tiEiA e thed 22 odE XT84

Aok o Mw7] ALE SHAAZIE RS Fith(helps promote urinary tract health)’
‘NEH Ve 1A%t £33 AAE FASHES 55t (helps maintain cardiovascular

function and a healthy circulatory system)’ , ‘& 4% F43t5% 5= (helps

maintain intestinal flora)’ 8|1 ‘oS =X A7t} (promotes relaxation)’ FDAE
A7 23] e YFFATIEA T tUE AFAE glo] doliFAe & & gle AW

ZEAZ YA A (express) 0] L AIA (implied) Q! FZ2EA] & tF =372 Atk u“‘]
AR AW xgA = 54 A9 o]Fs dushA AN AW AAV FE2E e A
o A EAE vehdn A 5EAZQ A5t TS Udete ZNE o] dWoer 1F
k= AREE] oW A & Alwete A7bA], A o e XEE uete ofe] 7HA] WRo]
ATt AHAZIAE AEsH91E FDAo &3 #lte 107H4] 7l & 974+ A A&
T s dAske o E dE ¢

1999 @ 7€ 8%el, AW 1 (Federal Register) = ¥ 35 L3t 97 59 7|7+
AL T8k, FDAYE A1 Q1 A E o 2o A gof thsh zpAg AiE 3t
UTE FaLolA =9 ke et A A AW EEAL 37HA] oE ekt (1) HFES
o] #o] =t} (shrinks tumors of the lung)’ HE+ ‘olAFEero] A A4S vr=t}(prevents
development of malignant tumors)’ ( ‘&& A=ty &= HA|HQl A &t

t}. ('treats cancer' would be the corresponding express claim)) ; (2) R ofuk
(prevention of seizures)’ ( ‘IHd X7’ = WA A HFxxEA sttt ('treatment of
epilepsy' would be the corresponding express claim)); (3) ‘275 &= & g =27]
Fdel =E2 AT A7), L&, 7HHI wEo] U e &3A1IT (relief of sneezing,
runny nose, and itchy watery eyes caused by exposure to pollen or other

allergens)’ ( ‘Ax49 A8 = WAZAQ ZFxEA dlF3tt}. ('treatment of hayfever'
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(prevents wasting in persons with weakened immune systems)



A3 =% 7 (acquired immune deficiency syndrome)), ‘E=7723F A A dke ofqk
(prevents irregular heartbeat)’ (3™ (arrhythmias)), ‘E&F&E3 Ad&HES 714 AMgH
dS 4 (controls blood sugar in persons with insufficient insulin)’ (9%
(diabetes)), ‘F¥d AxX7}F WA= AS % (prevents the spread of neoplastic

cells)”  (¢F #o] o (prevention of cancer metastases)), ‘@A (antibiotic)’ (<
(infections)), ‘herbal Prozac’ (%% (depression)). Wb ®-& A9-of, A Hola
A ARl A ZZAl Fe] S AvAe A AARE ougle Aol 237} Alo]H.F A

gk Are) AHE 55 FHsty IR GAHA AWAZAANE

1 2
AT W S YT G, Sus] PAHoR I0d JEEANS & A ARSI A
AT BEEAE FES HSE olfF P ofFh
e AR AMFZEA g3 AVE A2 BF wA BAR vk A9e Az o
oge Hzke BAClH, WYL AUk HAAH REAS FHIHA NG AR o) 4
wy $Eo| 0 BEEAE FPusche 999 wdg wIa At AdAEYe] ¢
AFQl AWBZEANE SN HoluFA AXUAE ek 2 wohE ) A Ay
Amsh ool dE FAYN FEAS Adetd eTHE AWE o W OTCOFEN Hy
S AASHE A Aqwch oleld Aol Auste] At AZAAEES A=W wAe 77
o 1Y Fod EA F IR BRSEA, FF ATG AL A5 5+ Aok AAAE
ol FEIVSHEEAE S HolngA AGAN VS FolT 0l It dAFel
AWPZEANE FGARA, 27 Pu 0P Qo] e AW AE Ba GAAE Bus @
ek obelel A WESAAE ek Lo, A8t %A s et
” SELE

74, | o
FDAY HZE o] AoliEAo] thdt RE gn|9= FXIAE AAsE 2o
%=t FDAYE AW A5 Ei= oAug ou|sks 2 glo] o] Fof%
Z/71 57 ZEAI7F kol A Zskar, o] e %

/ =L
FDAL AWAZRAZ QA 42RAE TEE o

L o b = [¢] =3
SHXZREANE G el AREE Ades T2 Aol wYekA et o] rFR e 534
2 ofH ZFF3EAI7}F section 403 (r) (6) of the actell 3]&¥ FF/715FF2EAIJNA 1812
ARG ZIA = o ZQ1A| W3] sk Aol Atd 23 HF A elAM, FDAE §&
S FRI)VSAZEAN] 5 FxEAL w2 dAE Alsstal Utk
( 2]3]7} section 403(R) (6) of the actellA &8 F2/7HFEA

o
Apolell Al ARD A xRS EF8] 913 T2 DSHEAS] Al 714 285 A4 3
AA, DSHEA®] ‘Findings' 352 2olBZ A el AW o Atelo] #AE vepdt) B2
oJAEL FDAZE 9 FxE wAT AF 37t A ool AolRFAE ddst= WA
ANE RbEA] fotof dvhal T
=4, section 403(r) (6) of the acti= T%/71s Zdo] AW S X mstAY sttt 5+
Zsbx] gkar oo mEw, o] goj= WA xR YERES ¢lsAof stttal @
stk A A2 section 403 (R) (6) of the act7F €9¢] 'claims'el A4S F7]$]38] wof
‘implied'E AH&sHA] @evhal ASFa 72716 xdo] dH e e, A, &3 A5, ®=
ottty FekA] ko™ A, section 201(g) (1) (B) of the act(AWe] &k, X, ¢

sk, A=, B oA AFEEY] f8 o)X %3 (articles intended for use in the
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3} section 403(r) (6) (C) of the act®] EI} tx=F olfu. & 2L DSHEA7 AR 7
ZHAT}F obY TR/ ERZEA Y WS Bodsts ok, gEoE E1sky HeEo] A
of g Ui K3 (some protection against disease)’ & Vsl 7F/7sAx3EA A
Fofsttt Zlo] R AQke] mdel s o] JL—S— DSHEA®] 2l 717 = A
mol  AH R AWE oWttt 5 T8¢ (expressly claim to prevent, etc.
disease)’ 8HA] FaL(ZolM Fx) AlFo] AW oWsts sl et =9 Wt
242l KW (an express, formal disclaimer of an intent to prevent, etc.
disease)’ < 7FA 3 9= A gia|A] Wo] Ao|RZEA| 7} AA e T2 L 7o S
ol FAsks AS slEditta dd vy o] g2 B f93] V|52 PEdt dxndrt
etk 3o
A, DSHEAE Fi8 02 ‘o] AFL o A&
' E e FAAEEe F
og3l= 54 A9 A8 T
QT old BT FAMNYE S Q7How

3 3 3
& 942 section 201(g) (1) F718 2olHZF Ao st WA (exemp‘uon)ﬂ- i?—%
u

2L o

o m[o

L
o
R
il
%
HH
rir
2
of
_OL
2
§2
rlr

S
N
N,
BN
K o
>

ol olr

>,

N

1o
w4

EN

section 201(g) (1) (Ol 7=x/7] A oolwt A& ¥7] ufzol section 201(g) (1) (B) of
the actell oJeFE o7t o14ds] Aolw Aol A& vkl F=43T. @2 A=
DSHEAZ} Aol BE Aol gt AAd FR AF2e 5s FAska, dAAd AWz
A& A 22 I HA o vbsk= Zlojgta dnkx o w FAFT

FDAx DSHEAZF Ax3419] AR ERC] A4 ABAXREAE ot Aolisa] Alx
AAAA A= F-odske ol FoshA =tk dAA] A EEA | Ajte Folshs
DSHEA®] ®A A<l qr7gol glar, 88 183 dxxA = "9kd(drug)'¥ ' Ak (new

U

drug)'® e 183 NLEAS AR7xxA 23S X§sto] DSHEAE F93 o, o] 30
A AHOT FQ3F Ao Z2EA R $3E 4 9= DSHEAS FALE gt}

el At vl o), 23] section 403(r) (6) of the act ofel] A=A o]al @32 44
7F 9l AEEAE QokE e AAF R SHATA] dete AS AAFL

section 201(g) (1) (C) of the actell oJ°F2] FZHE o] A that F2 el A
= W= a8y 3= AolHFAe tek section 201(g) (1) (B) of the actZHE o]
wet WAE VEA skt weba] AW A A, ¢hsh, A5 e ol ARgst] 9
3t 7l (intended for use in the diagnosis, cure, mitigation, treatment, or prevention of
disease)’ ©] & AolHTA = Ho ofg gJekEFox FAE 4 vk &7 ‘intended for
use'= AZGAFe] EAARD Ed e AFE A oA ARt ARAR] EE ov]dt=
section 201(g) (1) (B) of the act®] FDAS] thdzte] Ao glojgirh. §201.128 (21
CFR 201.128); NNFA v. Weinberger, 557 F.2d 325, 334 (2d Cir. 1977) ( ‘FDA+= ¢
Lo AxGAFe] FHARD Ao Akt kv ey ATRARD T 7] xE)
o olx& AfE 4 Qlth.('the FDA is not bound by the manufacturer's subjective
claims of intent', but may establish intent 'on the basis of objective evidence')) & %
et ABAQ v Z=AE thekst AERRE & 4 9low, okxAHo| WAAQ Fx

EA] B EZ3st 4= Qv (United States v. Undetermined Quantities * * * Pets

- 140 -



Smellfree, 22 F.3d 235 (10th Cir. 1994); United States v. Storage Spaces
Designated Nos. ' "8 " 'and ' 49 " ' 777 F.2d 1363, 1366 (9th Cir.
1985) ( ‘9= 2, ¥RAR, F3, B B Ve A52A FRIAY F2E F 9
t}.’ (intent may be derived or inferred from labeling, promotional material,
advertising, or any other relevant source)), cert. denied, 479 U.S. 1086 (1987);
United States v. Kasz Enterprises, Inc. 855 F. Supp. 534, 539, 543-—44 (D.R.I.
1994), modified on other grounds, 862 F. Supp.717 (D.R.I. 1994); United States v.
Articles of Drug * * * Neptone, 568 F. Supp. 1182 (N.D. Ca. 1983); United States v.
* % % Vitasafe, 226 F. Supp. 266 (D.N.J. 1964); United States v. 14 105 Pound Bags
* % * Mineral Compound, 118 F. Supp. 837 (D.C. Idaho 1953); United States v. 43
1/2 Gross Rubber Prophylactics, 65 F. Supp. 534, 535 (D. Minn. 1946), aff’ 'd sub
nom. Gellman v. United States, 159 F.2d 881 (8th Cir. 1947); 59 FR 6084, 6088

(February 9, 1994) (£°] ‘&4 (antibacterial)’ , '8+ (antimicrobial)’ , ‘254
(antiseptic)’ , =¥ ‘72 FA(kills germs)'s= FZEAIZF = AFo] ooFEe AS F

Aot FAIARQJ] QR A ERAIE FATT); 58 FR 47611, 47612 (September 9,
1993) ( ‘=¥ (hormones)’ = YWEU & 28 A QD S FFAZRAIE FAsk= AlF
of vebdtt); 58 FR 28194, 28204 (May 12, 1993) ( ‘sunscreen' €17} Q& AlF-2
WA A o ® J Qe ool tisl SHEHA| AP E T sunscreen's AW WS Al
wj ol eekEoltt.))
webA &gt dAl Al A
O rF XA R 1#F X EAIE tFA, section 201 (g) (1) (B) of the act®] FDAS]
thdzkel A a e = gl
TZ/7 R AE SAAQD AW RS F &t A HAZOE EE dA A
(which expressly or by implication)’ ZZIAIE WlE= AL AW = A7addAA ol
o X

YEA L] BAE SRR Aol ARG HEA

(~

WX XA R section 403(r) (6) of the actE A sk= A=
Ay

=2
X

Oft
il

o
o

o (g

A

thoole gt 23 ofef, AolHFA ¥ A Atolo] BAE AR 5
Al A7z xA 9 22 Asto] Fasi, A7 x3EA]9] a4 o
AlE & &3she= AP 2ol section 403(r) (6) of the actE 34 sh= A2 A A
(5) of the actE® &3l section 403 (r) (1) ¥} F =3t}

TZ/7172EAIE AW AR e dite A o A& dis) 2459
Ao zm HA gl &A=t

FDA+T DSHEA®] Findings f-&°] 2o|R T A9} AW oS Adsh= BAE Edeh=
of &ostty, 18} section 403(r) (6) of the actel]l 2o]RF Ao s Hts ¥

A= o

Ny

BB o 4!

<= i

> oo 2 qld
N
N,

[o I X
oo rr fo
=

1o,
oY,
iy
off flo &

30
|
2
o

RO F8e FUrete], WS TAF R AolRFAd ARAZIAE T AskE Folgh
o AR ZEAE YA A e AAB-—AE Aol AAE SHAA = FRREAE Y
Hol| s AEo] Qltt(section 403 (r) (1) (B) of the act). DSHEA®] ‘Findings' F&
of|q B2 Ao o] Aol dX|sta Ao|nFAe} A o Adetes FEIEATE T
Z/71 2 EAN R Dot AES A U=

T3t section 403(r) (6) of the actllA]  ‘intended for use' HUTh= 'claim'®] AFE-2 93
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7 A AR AR AZZAE S &stthes s HolFA geth A, A ALE AEsHA
orom FDA+ 'claim'Q 2u]7}  ‘express claim'© % A3 th= WAo] tfst Q1Ao] it}
O Q3% 712, section 403 (r) (6) of the acti= I3 AAZ AA] &=t section

403(r) (6) of the act oF&l A& HxREAZ 7H 2ol B F A7} section 201 (g) (1) (C) of
the act ofell 2]ekmo] ofd A9 &3)71 A2 FE o, section 403(r) (6) = section

201(g) (1) ¥ &7 ettt} 9o Awge ukel o], section 201(g) (1) (B) of the acti=
Ao|BFAel AL AgHw, ‘AW dk, A4, 3t A5, e ool AREshr] g A
(intended for use in the diagnosis, cure, mitigation, treatment, or prevention of
disease’ Q1 A% foFFo® Ao|HFAE thETH FDAE 509 o] WA olal Al Al
AW AZEA = o gF7] 93l section 201(g) (1) (B) of the actE sfA sl gk}, 9 3]7}
section 201(g) (1) (B) of the act® UFHA = ZAXIAZS 3E37] 98l 403(r) (6) of the
acts AuetdA, HAE t5 FE7HA AlwsfoFFith

Att7}, FDA® 9193]2] BuAM7F WA ARl A2FATE Ag vk Aol a4 k=t
section 403 (r) (6) of the act of2]l E&ol thst XA, 3= Aol FAlet 54 2
W oEE ARG AW Aol AAS HsstAY ehAlekA] 7] flEiA 2 d 2dE
< NLEA 73 xxA 8 e8] Detopstty (should be distinct from NLEA health

claims in that they do not state or imply a link between a supplement and prevention

4

of a specific disease or health—related condition) 22 T4 S 2 23t} (the report, p.
38) (emphasis added). HE4, 3= ‘H7tstr] Y&l AH[AE] 58S 9= A3t A
& e gist AW o = X5 = AFES A9k (suggest disease prevention or
treatment or use for a serious health condition that is beyond the ability of the
consumer to evaluate)’ 3FA] %+ A-%o%F  ‘support', 'maintain', &+ 'promote' 53}
T g = /\]"9“3}": FEZEAN = AA3tra A3t (the report, p. 38) (emphasis
added). ®'83], 91d3]l= HAAQ A Al BN ofgl PAAQD Aol el A= ¢

2 et

FDA+ B3H Q7% FlA W to] dA|AQ] AxuAE &&35t7] 3t s THsth= A
o] Fo5tA] %=t} Wl Z, FDA+ FAA W FdHo|( ‘o] Al AR S A, A=, X+
T oWets HE4 o7 AFE ¥ A ¢=t}. (This product is not intended to diagnose,

treat, cure, or prevent any disease)’ ), section 201(g) (1) (B) of the act® Z &3} ApA
2 Fdata A, 237} section 201 (g) (1) (B) of the act® HX7] 913 section 403 (r) (6)
of the act® kst &dthe o B2 F71& Aty gz, A4 EAzA, o
S o] AnjRFe} JAAEIE A O EM section 403(r) (6) of the actE A8 &
Selattt. ¢ o] AFES W EAR QIS HA F A4 A =2& WA S (This product
prevents bone fractures in post—menopausal women due to bone loss.). ©] A& &
HE e X5, AF 5 AW 52802 AFE-¥ %] =t} (This product is not intended
to diagnose, treat, cure, or prevent any disease.).” A5 FJAAHE F7}7F 4]
Zpel Al AEe] H4s thh WEet oteE APy 28y JAES FAdEES 2 &
H| 2 7). Al o] AWE A 5etAL oWsths 2] "}Uﬂxl oA enlE AAS= AAH
A ek Bl ish XS AFskA] =tk FDAE 7 x%do] @s] o
ABAE EFsttta gzkstok AR FDAE 7 719 0¥ Eed s T8-S BHAske AL
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OF3}A| 7] 7 A Section 403(r) (6) of the actel 9J&] Q4%+
| =

(36.) 259 AEL 1999 7€ 8Y AW ?&E(Federal Register) Ao ¥ kA
2ol AzFEANO AAE tET) AR gASES BE odAl= HAA xR/ 5AZEATE At
3 T F oA ELS ‘FYol %ﬁ%q(shrmks tumors)’ , 'S FS AAE y=t}

(prevents development of malignant tumors)', 28|31 22} o9 (prevents seizures)'
< 54 A digt ‘synonyms(F2lo])’ & 227 wiifol WAIAQ AWAFEIAIRAL A
gt o]yt A w2, ‘F(tumor)’ & 4O TYojolH, WA (seizure) =
o] Folojolt}. T & g FDAh ‘%&EA] of gl /7% wiZivarsl ¢#zl
4 Av Atolo HFAA JAIAFAA L = A (where there is a direct causal
relationship between the structure/function parameter identified in the claim and a
specific known disease)’ AIAQl ZAxEAZT g ofsitty Zait), o] o up=w

TS Ao FHZAQJ S (direct manifestation of cancer)'o]al TP 2 FoFo] tfdt
v Az A oY v, & FHAHES A, A g A8 se A
AHARA AF7F obal, aeBE /7|2 REAY o] d & ok E e A
Az EA = PAIAQ ZAxwA] a2l A AAlef didk o2 (surrogates for the
disease itself)’ Ql &o°] L= F4 ol AgEofofgivta FFTE o] ool W=, FFS
ol tist thgolANt =2 FHAHES A digk gjgo] ofyrt 3 JHe EIUME E
v Ue ddE7] Fe9 =52 A% AT, FE, 7FHIL w=0] Y w8 3 (relief of

sneezing, runny nose, and itchy watery eyes caused by exposure to pollen or other
allergens)’ & 38758t Fx/7 B0 AT o= AWT F ity =4I
FDA+ o]#3h oJd& 183

o}
£l
30
N
1:1
u
O{N
8
=
b
[
= o
_>|i
_\,L

leﬂ7L24/\]§ o]aﬂ%

(o BNAE

ﬂll

2

ZtshA] k=t ol Al AWAZEAE d2A AlFets FREA
T dF= TRV 5189 A A=tk FDAE AR, A4 ARl Foof, 17
I AYFEFAR] A g &5 dushe AxEAlC Tt ey olgd 43 9]
2y7v 2 & 59 ‘Herbal Prozac'®} ‘344 (antibiotic)'® AW XA ZH An|A}o]| <
g et A olaE = A AHAZIEAY B S &

(37.) A4 AL AW oA e ARE u|etA| ¥v FER/VITHTZEAE THSE A
& E7bsstttal AT ol e gd F Y v AATAAZIANE dddowm A o
S At AT
FDAE EE T2/71673x23A7F AW o 5 ARE ulets A 9844 etk
AR A A, FDAE 7]13o] A Al AWAZIARE agshH] e B 399 ZFxxn
Ale] A E AR, HE TN A 535S s ok

(38) A o)Al AbE AfF oA AW AFZEAIS] FDAL] oAl &2lekA] kTt o] st

AL T53 W= I AAR Aol ofy i, o]elst AFske Ao r An|Atel A EHA
olaf| ¥ A kil TG A9 dAE YIS TES A % AH (self—induced
condition)” o]w ZAMo] opztil FAF}

FDAE BE S50, brigg s,



A}

b

ol EAow AYe A J)EaA ¢ AAe A7), BE TE, EE A

(damage to an organ, part or structurem or system of the body such that it does not

function properly* * *)'gfal @ity dFE FHIY L2 BE TS JHHE SAERE ALY
7HA], S5 T V)e Aot A0 gRlo] Hn, I e TS e, 9o, vhA U 24 A

o] & AOo7|HA ¥ 7o AAHQ EAS op7|sty. ‘A7] f-% (self—induced)’ k= AF
A2 Awol oo AALA] =t 1104 uEH]F = (barbiturate) I 3 7] f
Lolxuk, 2] Ao HolE FTHAZ
S5 N EA = AHAZEAE FHFHoAA =
23 ° = 3t S 7HA A U dE =
s} 2 ofgef o&f WAy & vk Ty Wd|= Kk J
Azbet Ao A5d 4 Qlth. FDAE wA4WH| 7 A&
[e}ie)
==

& YA, AP O R A FmoheE A

e

_‘d
i)

ol

DSHEAZ?] %9} dXs}A] &S Flojgt AZEslty.  ‘For relief of occasional
Z e ugt AYAZEAZE A S

PR

National Cancer Institute) ol W=
AREEE7] Wit AW A EEAIRIA S7E Tt
15 9 oo Aol eA e, olefdt xd2 A F<l

(39.) 3k AL ‘=E] o A
AZEA7F ©o]  “9F(cancer)'&
=9 oF A (NCD) 7} <o

(

Kol
= A
Wol Fulylol A EdHo] oEF Fo] & Zol 719 o|Fe yEdE Aol AFS THA]
7171 93 A o= oldld o+ = A AWAEIAE 1HE = Qu. odE 59, FDA
= ‘=9 oF oA (National Cancer Institute) o] W2, AR X&= SdAA2] #HE K33

'

t}. (According to the National Cancer Institute, ingredient X protects smokers’

lungs.)’ & AWAZREAZ FFo

F. Signs or Symptoms of Disease (Sec. 101.93(g) (2) (i1))
AkH §101.93(g) (2) G lA, WA = dAF o= 5 A = @2 Ayl &
O AHAET e B[R & 5 Sl sk o] A e Sl dish ¥ (shy

[e)
o] AL HHI folB AU E FASE 49, BHE AWAREAR AZPTE FDAE
J o)
%

AYAFZREA 0] AAIE ATt @ B50A o)Akl FAAEAA Slol WinE A

t}. (Improves urine flow in men over 50 years old)’ , ‘Zd2HZS FFH =t} (lowers
cholesterol)’ , ‘WAEZS o)==t} (reduces joint pain)’ , 181 ‘FEL f43H

th (relieves headache)’ 574 AW T+ AW =9 5HoE & F gle 34 did 5239
BEINES ABAZIANE T 7 glvta 2ot A, FDAE da3 22 388 5 3l

= TRINGAZEEANY AFE ATH ‘REYAS SFENRS Fo{F . (reduces stress
and frustration)’ , ‘4% 23 "ol=t} (inhibits platelet aggregation)’ , ‘W3 A

)£ 7§ A1 71tk (improves absentmindedness)’ 7]32 E3F &% (context)©o] AWl F

g2 EE s daehA] getd, o] AAAR Ves FAske H el "t Ax
A ditd o AYAZEAY F v 28 g5 59 0 A4 FdHAHE 5
S fA &= =80 At} (helps maintain a healthy cholesterol level)’ |, =& ‘34
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i

QAL H

O]

F=d =%°] Ft} (helps maintain regularity)’
_]

FDAL 53 A0 s g8t T2/ 532EA 7127 34H 7% FA45H: 2
oA oR AYFEEA HPFAL VS AL AmsHE 2 Aele] Aol o

st AWE 973, A3 Aol o EAe i U FAIRE, HE HaAM =
‘stimulate’ , ‘maintain’ , ‘support’ , ‘regulate’ , =¥ ‘promote’ ¢} T £
E AFEshE AolBFAlel JEFs e AA AAEL 7 B V)ess dgste 28 19
o] MRS FE & Frlsks A o] Azt A7t AdEjel thsh AW o e Am B
AFE-& AQbeA] S wf F4dE 4 Qlt}il(statements that mention a body system,
organ, or function affected by the supplement using terms such as ‘stimulate’ ,
‘maintain’ , ‘support’ , ‘regulate’ , or ‘promote’ can be appropriate when the
statements do not suggest disease prevention or treatment or use for a serious
health condition that is beyond the ability of the consumer to evaluate)” ZA&L ¥
o= Ao FDAE F5 3 th(the report, p. 38). A4t ZH|AEHE 55 FAStE Bl &
A FxREATE 53] olel wAlE AVIgvE 2ls 148 A, FDAE o] x| o

& FAS A R,
9

2
7
2L won

101.93(g) (2) (i) o] wrthict. o]z 3t <]
oAl ‘1A= 4 Qli=(recognizable)’

AR B 2v)zbe H &L QAS 3

Royg rlo

O-
Do 2 Lo
SRR
S S ()
L
N

RS oHn

F& EYE 2 I} . A
Hat=d 254 AL B3 T2 A5 AL FDAZF AZYAIE A8 AL
5 AN RS ddsteAE BT o8 92 FDA AA7F SAIAQl AR EAZA
2HAEANA oA AT e} FAFo] QA E =X A7) Y& AnA AEZANE Fa§ofsitt
I FAYG Ve g AvREe] 54 Aol Fodo] Aol EAo] Qltta o] sl skAtnt
A==, 2u|A7E o 54 Aol HFAE FHaloktt shi=A o] dlskAlntA—FDAE AlFepde] A
AR AxuA AHE T= e A "ite” Add 23S o= 14S ve

DR | olgle xae] Qrks oleld ALl FoAT) wepy JBne B
g ARAA 7Ee dAd gk 2F FHe A4l o BxE AAew, AFo 54 4
Mol AR SA0E AF wi 24d W5E FiuAd oa A8 o] Akas
At 28 WREL ek F DAR AZAA7E F4e] AFLe Aol B4 A of¥g
stolah o] o 41§ Aolehy AZHETh FDASH AZIAke 4% Ex AR 547
A AT 4L HAFOEA whle] A AR EE TS P A5 A4
o5t Ao Aol e Auel BE AVAA 2AZ nes vy
FDAE i#30] Q& 71%0] 549: 459 F40] 1A oR Ei dojz Agdnkd 3
%5 gojety LA, o o] N|FL FHA] 8 A BE 5@ AT £t 23S
G me gk Aol 13 o] AFe] WOl SHQ AF i T4 WAL

FDAL: ‘vl 573 459 S0 dWe] Sgolets 2% oldsArtA-3, 2n4t

=
579 BEAES ANk oA oSt Bte FREAB FASY] W] A2 /F
2 g odle] FoekA gtk ole @ 97e AlEe] AolnFAT HHAE olf7t A
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ARAEEANRE D5 olart fivka AFEs] FEEY. 3 93 FDAZF U.S. Public
Health Service Healthy People 2000 initiative® th32] oA-" ¢ U 2o} &%
He A A8, HUES, G, 43 22 ASE Soled 4dE 719E sta, 300,000
ol & WY F ATt —F A& Ay A g dHbEQl =9F sUtE AS 2F
.

FDA= A7 313 Ar o] st AnbAQl HAI7E 54 AFo] Al e, 37, A
g, A5, AU F Atk AE guletA] @ s wotEod FX Qo Fo sttt o]
el FDAE 54 A% v Aoy 54 A8 &= AW dAE 98 e dAd o
2 AuetA v AW o #E Akl BAIE F7sEE 101.93(g) (2) (iv) (D) E 7HA
Pk s =¥, ‘2 AW A EFo] Ha, AW dAs oyt ghe ZAE
AYAZZFZAE IFEHA] etk v A% S, AW 8 ol ojgte BAl= 4R
O % AFo] 2uFs guistrz, A o FxiAE AT FDAE B9 iz F ¢
ol oa] Alwd 54 BAe AHAZIANE AT 7 Aot gds m@ woF ZATE
2ol A ghflo] EIEAUPH, Au|AF I BAE AR AEEa, 2o)nFAr Udd
A ot Zlojsittn Ao w e ¢ vk Ty wheF EAIE B e Aolg) &
E "ol AW oy dAe] E8s FUT 2, FDAYE o] ZAIE AWAxzmAga 1t
T4 o= Aloltt
M. Pictures, Vignettes, and Symbols(101.93(g) (2) (iv) (E))

(68.) W2 A= 54 AR, AFsh 7127 Ee e AA o R AdEo] AW &
HE 7H v Ae A9d F v st 2 gdES A A4 Vass AW
FERIANZ FFEor stobEd s Y 2dy 22 A A%, A% AW, Ee
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(70.) 22 gL vhst daa olFol BxAVE /A= &% 7AE Adete A e A
i olFol XA Ha ] ATt QUEE ARl AT olFol v AS slgdMe &
ol AP @ g2 A 2 VIAlE 2AWsked AMEHALE sk AR CAE
=Rt A5 AT dEel e ARAA) 54T o] Ay e el 29 =
A o] AREA G a3E vEhdts EA4 o] 9AL oAl ok Aok sk AE
s 3] 53 ARERl Foix Ao 3kt WMol ofyeta Ao o o4
<= o] 7ol mlERly} vl e vl g2 HFH7F AWolut v AAA Ao s oW
& 2 At FAE E7FsstAl steAled dEl e EIh
of 9 o AL AxAATE Aol ol Aol el A A Ads s As =
7FeatAl kAl gtk AR, FDA qfAls Aol EEA Adito]l 459 ehle] YAdHE
#rH(101.4(a) (1) (2) (21 CFR 101.4(a) (D3 (2))). 101.93(g) (2) (W 9] <= 54
GET OIS (5 ARl ofdEh Uy e Ao A4, A, A4, AR, B cUs
R ARG weo] glojAM, AAETe WWAE FAes Aol AMAxREAE T A
olth. FDA= &9 WHAS FAsks Zlo] Aeol g4 d&3 g AES Algsty] 9
3l FgAolgt=d S 2t
FDA= HolBFA7F “Fx Ex Vee FA87] 1 9L £ Aol 459 2
st wAstE MAYUSE" & BARSE BAIS A9 5 ARE Tesh 347 54 Aol

T s F8ss Ao] okdn = AL

Aol oisk A, A7 A, A

HA7MARE A & = 6)). 2delAl AAE o]l wet

FDAE  XAZF AAZ AFEo] < “fAAZ Y (maintain)” = “EA3E

(documented)” 71#| (mechanism) & HAFSTH= A& UEhl= AF &% Xsith. 299

T E98ta, ol# 3 EAIZE HE 403() (6) (A) Q] thE QAo FEsitta of7]= Zle
‘—O

o rE
i
o
(@]
w
=

L

FDAZ} 914 A€o Amu A “XAGA" 2 2
A 7] well, olZle]l Az REAE A etk o] Zlolth
ghe doje 54 A4 A A Anet AT aAE 2, Akl it

9.

FDAY: AFEQ & ZA 9l Algo] ofyg} oFS AAMSH= Folx AR #iu4lo] ofygl=y|
Zolstt}, o]ejdt 7|+ AW A7 T oAWe 93 ALgd FEs] A Qs B AR
o] M AS FASE AS AEo]l AW gy oue EARow dtle= Z7AtE FDAZ

dEolM Feeh

H| 5 o] xgo] Ao Wy oWehs Al BlEkw Alxdxbe] AWz wAEA 1 A

AR GREAA S AR, 28 A= AEol 54 AWoly AWl a3t v e

U= 101.93(2) (2) (1) shelld A¥ATIEAIZ d 5 ok 3, o] dwol iy
AT AREA < FA= =3 Hf °], 101.93(g) (2) (iv) (D) 3l

=
gg
rr
e 1o
= j'o‘

2
1o

417 T A S
(71) AF AxdA FAd3]9 /2 AxdAes o] £F°] DSHEAS HMHlE 9i, o=
A B ofm e ©hof o) ARRE FXET L e A, o] 2dE R IY
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FDA+ o] x3°] DSHEAS W& Ha, ks it A ofust do] AFSE X3
T Aol T34 ¢t DSHEAE AW A m5y o8& T4t 25 WE 403(@) (6)
zol et Z7bsshAl gk o] &L AN k=] olF (ke B e B Wolr) of
Yehol uiF ZEstA AW o e X852 o] QlojA, o] WS FAsE
Aol AEo] kel sdete e AEH 2ol AWE AR EE dwsites AxIEAE

T4 3tth= FDAS] A&o] #th

(72.) & A k3= DSHEAZF W& 505% 3tollA AMEE =7 37te 28-S Wwsi
Aol RFAZ Aosta Q7] wel, wkeF o]zlo] iR Th XA Aol HFAE Fuj i,
AAIE 101.93(g) (2) (v) 27} DSHEAE $§wkstttar =748t}

FDA&= 2ol®mEFAY L7 el g 188 =F(CHE 201D (3) (A)E EE3ITh=
FoEARE, Foek  101.93(g) (2) (W E7F  dAEA  Fedn o7 3
101.93(g) (2) (v) = 7ol olA e A A5 T s 98] AFEH = A

A= QlojA gl TAIZF BEAC ud AWAZEAIZ oldEE A, HEA
g gl ZAIQl A tx ] o]

BEIEANZ FA e 2

= ZolE Rt AdEol

O. Substitute for Disease Therapy (101.93(g) (2) (vi))
101.93(g) (2) (vi) = atellA, wkef FAIZF WWsiAY ghA|A o R Ado] AW ARE 9%
o2 AEe gigEolgta FAst Jdukd, I BAE AHARIEAR 5= S 9tk FDA
= “Herb Prozac” & 183t FZX¥A 9 iz Eu. 54 oF

o
| obe BEREACIE BW YA AFAT AR AREA g )L o] JF

off
©,
ol
L
N

2 H
M= AR AE TS gt

(73.) 53] “Herbal Prozac” ¥} “Hearbal Phen—fen” ZAWZZxAI9 2 3|7td kv
Ao I = doE 1HFS ul, o] 3 sk AutAd XA 7t QldTh HE 7]
B2 Ho|HFA )} A E oFFS #HAAE Ao] bRk A AFEo]  “herbal” o]gh= ©]
FE O Hdstths ASE & 7 7] wWiel, ol A& d5Aola sttt Al FER
Jeiy 2 9 e ‘A AFHE AEY dFEA AR & E5Fsta Wt
T Qe AoRE Ak AS WPt 252 1 @ort HNES A 535k AS YAIST
FAY. 3 AFAAe] o mek AbA el FAl ‘Al AT AFe AFEH AL
&7 o] wholzolA & Qe SR/ ATEAGE Al AYsiA v ok odE HESY A
HAe 7150] 937l AT FAE AYAZEARZ OFHE =5 Zegs A4S UE
Wi v F3FT. mpAee 2] il H|5 FDAVE AlF I ZAE 7X/7 6458
Z 3rte|Z AAsieats, MES #dHe dRde 7152 FDAVE ‘S A FH A (Y

o

FDAx H|gho] AWolar, Hgk ¥A= FE2/7ed2RARE Totsd o ke oldd o4
=l st ey AAT, S, 44 ARG 9 @wol WHARE HtE Y= @ Wike
A= Aol okdth FDA= ‘AT A% A" o] € Wl AT deiet ddo] vt
= o] gy wolsox i lvpa oS kWPt olel wet, AT A A |F AT
How AWA g AdEA Gorw, AT AF ALY dFEA ARHE Fxe A¥AE



FAE FFEooF S
FDAE HE9 201(g) & DSHEAE 3H“3}"1, Eolu AHH e e GAE o= A
T FDA7} A& A% ZAE 3t SFFCE IEFstes AdYste AS Q7siteE o 59
sHA k=t WHE 201(g) (1) (C) =29 ?J‘ﬁ’bLJ Axt= 2 37F 2 GAefli= viRbe] AW ow
A 7] wWitel] 201(g) (1) (B)Z7F oA ¢k HIRke] thdt ZAE A 717] ¢
g, FEAo®  “oF(drug)” & TE/7e HE Eue S HolErh FDAE YWHAE
AAZE AP Al A BAE A Fx2/71 528X E TP T FDAS AlZbs A
Agttra oAE EL‘:} H| = Binto] @A Weow Iy ob7] witel, Binte] thsh FA+=
A ME 201(2) (D) B) ol GHAA AN, 201(2) (D (O FE WOz IFHA A
T AA Sl et Vel 9FS A AT B AEgS uFT :
403(r) (6)Z2 Fx/714xEAE HME 201(9) () (O3t Fx/715%dzxA 8t s
o] lormg oA AT A ZAE Febsof gt
FDA&= T8t odef g3l 189 Atell7t Al e Aol oz qfA|E ookt sith= A&
= AT =d F9skA] &=t} Nutrilab v. Schweiker® 713 F.2d 335(7® A Cir.
1983), American Health Products Co. v. Hayes, 574 F. Supp. 1498 (S.D.N.Y. 1982),
aff’ d 744 F.2d 912 (2¥1A Cir. 1984), United States of America v. Undermined
Quantities Of “CAL—-BAN 3000” , 776 F. Supp. 249(E.D.N.C. 1991)°] w=4, 6 HIdL
SA AT Aol AA Fx8) Vsl d¥s vHvn 2ol Zolqla 201(g) (1) (O)
z9 o9l ‘2 (food)” A JAAFWA 7] wfol WME 201(g) (1) (CO)F stollA o=
olebar weFk o] AAo]l Uz wf, ©F gk 7pA] o] (/) = oldst AEEe]l A
(foods)” 1A “SF(drugs)” Ao &gt Zoluth. eyt 1 o]F, DSHEAE= 2o]| X FA| et
= MR dE ¥ 23S WEdlvh DSHEA®] o F71d HE 403(r) (6) 2= HI=F 24

4o
:o{:r
T\l
N
i
32
i)
ufa
e

-

olBEA7F WE 201(x) (1) (O <z “&4(food)” 07 QWS = qloets, k&
2 rAlEE 2 glo] AolrFAlel digt Fx/7]| s EAIE & 7teitt :Lam; olef gk A
= AT A BAE FASE AolBF AV HHEA] ko iAok stttk on|E PA

o ® AES HE 201(g) (1) B)Z2EUGE HE 201(9) (1) (O o weh o &

o, AtelE2 ME 403 (6) el Wl FX/7] 6 dX2EAE Aol B Ao
gt AF 2 BAE At AS AA S

npxjut o 22 FDA+= United States v. Ten Cartons, More or Less, of an Article
Ener—B Vitamin B—12, 72 F.3d 285 (2¥HA] Cir. 1995)° we} Az T EAE JAs)
v AolHFA7E Ao okZZMN qrA|E ool stk Ao wolstA] ¢kt Ener—B Al
oA WS> Fx/7157 ii/‘]i st AolBFAZE I E BTt 54 sl
£l At} o] AbelA Y2 FDAZF A&Fe AH W (7% Fo)
sto] Aus GFEEAN AT ¢ dte AS TdA o] Abxdo] FDAVY Als
338k AolBFAE REEA] kR EA Ao sttks ZE A sk A ol

R2E gHES AFEY SAoY ZE ZlAe g dntA]l ZAE

= o] A Ha o3 AATF gle st Fx/VSAFTEAN o dthal
Bl A Az st A AAIE 101.93(g) (2) (v) 29 H

3 9] Aol BFA AAAATE v Ake) TOE A 2

Atk Aol s =9 Agrt Avke AE FEstEA 28-S AHAletE
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o] AWFEEA o]
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R HAS 7L var AljretA] ekevkd 8 7bs sttt o] clAlelA, o]
AR FAE fd Aol deor og” o= npHntd o] A= FE TR
ot we AAsks A2, HOETA T AR, €3}

Sl
T AWl A, o3, AR, dd T A

o
Ho
2
ﬂ
=l
i
Ho
Z
=4
>
1o
X
oo
N
)
olr
oX
o
2
=
ol
o,
~N
Ho
%
)]
(@)
o
[
o
=
O
w
D
S
)
]
)
oX,
<

5 ] ot

o] golE& o] &3t A oW WA, o] HAZ} AW W = A5W o] §& AlQtst
A s W AEE ok a2y Wk o] §oj5S ol&ske Aol 5 A8 e oE &
ol tigt AoliZF AL F7HE WEsAL, the gulelx AW FFES Aldbete AT,
718 o] BAE AWAXIEAIE 1HT 3]

(77) FAF3 = o] &7 dloA, okE W/ J|EF X859 BHYo] o] &y W Hx} dl
7EF T ARES 940 E aEskA &1, 54 dAAA FER aYste AS A st
101.932 AolHFAE f&l wEolxl BAIE fgt FAES 71kl 7|Es ARbeke AEs &
Aoz 3t} 201(f) (2) B) FEoA, HolRFA= #5414 A% T A T 2ol #
At FgHoz AE AFS LA Ll vkl W a9 e FE AFES Y% ®
AZE AFe w9 Ay e ARAFRAAE Abole] #AE SAAETE, IR
403(r) () B) ¥ () (D= & (r)(3) 3t AES As AT EAS] Ales wefol g

o,

Q. Role in Body' 's Response to Disease or Disease Vector (Sec. 101.93(g) (2) (viii))

Ak Sec. 101.93(g) (2) (viiD) koA, FAIZF WHWletA = Aoz AW = Ay
w7 el ok AlA] wbg-o] AAgks FASUH, 1A AWAZRAR o] ghojof s}
ArS st Mo Ao wiAlE 714 e AFolA A¥S 72 4 Sle violy A
T gtelgore} o] Qb A AY = AFES T T e EAE Fosi). o] VE s+
2 A

AW ZEA Q) o ZH Aty HES AES  “Alx
“71
=

lo gy &

x 3 A
T8 =tk FDAE W9 AA A" & 71F &l 78 Thsd /7R
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ofof gtttal FAATE §F odL AA7E Aol s dRbARl 7]el AAA Q] RS 7HA
o ow, wepa W A N7 I B FA = TRV AZIEAC FEHo o &
g F34Ic. A8 AF 283 President's Commission on Dietary Supplement Labelsy
Zgo] AYAA B2 BAE et vt TP o] AAES AA L] Al A3
st 7le, A= "AS AA A S EFE BAe wep AHARIEAE UE Ao S
T A= 7leEel wet agsorsttiar AT
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Qualified Health Claims

Eligible Foods

Claim Statements

0.8mg Folic Acid &
Neural Tube Birth Defects

Dietary supplements containing folic acid

0.8 mg folic acid in a dietary supplement is more effective in reducing
the risk of neural tube defects than a lower amount in foods in common
form. FDA does not endorse this claim. Public health authorities
recommend that women consume 0.4 mg folic acid daily from fortified
foods or dietary supplements or both to reduce the risk of neural tube
defects.

B Vitamins & Vascular
Disease

Dietary supplements containing vitamin B6, B12, and/or folic acid

As part of a well—balanced diet that is low in saturated fat and
cholesterol, Folic Acid, Vitamin B6 and Vitamin B12 may reduce the risk
of vascular disease. FDA evaluated the above claim and found that,
while it is known that diets low in saturated fat and cholesterol reduce
the risk of heart disease and other vascular diseases, the evidence in
support of the above claim is inconclusive.

Selenium & Cancer

Dietary supplements containing selenium

(1) Selenium may reduce the risk of certain cancers. Some scientific
evidence suggests that consumption of selenium may reduce the risk of
certain forms of cancer. However, FDA has determined that this evidence
is limited and not conclusive. or,

(2) Selenium may produce anticarcinogenic effects in the body. Some
scientific evidence suggests that consumption of selenium may produce
anticarcinogenic effects in the body. However, FDA has determined that
this evidence is limited and not conclusive.

Antioxidant Vitamins &
Cancer

Dietary supplements containing vitamin E and/or vitamin C

(1) Some scientific evidence suggests that consumption of antioxidant
vitamins may reduce the risk of certain forms of cancer. However, FDA
has determined that this evidence is limited and not conclusive. or,

(2) Some scientific evidence suggests that consumption of antioxidant
vitamins may reduce the risk of certain forms of cancer. However, FDA
does not endorse this claim because this evidence is limited and not
conclusive. or,

(3) FDA has determined that although some scientific evidence suggests
that consumption of antioxidant vitamins may reduce the risk of certain
forms of cancer, this evidence is limited and not conclusive.
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Qualified Health Claims

Eligible Foods

Claim Statements

Phosphatidylserine &
Cognitive Dysfunction and
Dementia

Dietary supplements containing soy—derived phosphatidylserine

(1) Consumption of phosphatidylserine may reduce the risk of dementia
in the elderly. Very limited and preliminary scientific research suggests
that phosphatidylserine may reduce the risk of dementia in the elderly.
FDA concludes that there is little scientific evidence supporting this
claim. or,

(2) Consumption of phosphatidylserine may reduce the risk of cognitive
dysfunction in the elderly. Very limited and preliminary scientific research
that the risk of

in the elderly. FDA concludes that there is

suggests phosphatidylserine may reduce cognitive

dysfunction little scientific

evidence supporting this claim.

Nuts & Heart Disease

(1) Whole or chopped nuts listed below that are raw, blanched, roasted,
salted, and/or lightly coated and/or flavored; any fat or carbohydrate
added in the coating or flavoring must meet the 21 CFR 101.9(f)(1)
definition of an insignificant amount.

(2) Nut—containing products other than whole or chopped nuts that

contain at least 11 g of one or more of the nuts listed below per RACC.

(3) Types of nuts eligible for this claim are restricted to almonds,

hazelnuts, peanuts, pecans, some pine nuts, pistachio nuts, and

walnuts. Types of nuts on which the health claim may be based is
restricted to those nuts that were specifically included in the health claim

petition, but that do not exceed 4 g saturated fat per 50 g of nuts.

Scientific evidence suggests but does not prove that eating 1.5 ounces
per day of most nuts [such as name of specific nut] as part of a diet
low in saturated fat and cholesterol may reduce the risk of heart disease.
[See nutrition information for fat content.]

Note: The
bracketed fat content disclosure statement is applicable to a claim made

The bracketed phrase naming a specific nut is optional.

for whole or chopped nuts, but not a claim made for nut—containing

products.

Walnuts & Heart Disease

Whole or chopped walnuts

Supportive but not conclusive research shows that eating 1.5 ounces per
day of walnuts, as part of a low saturated fat and low cholesterol diet

and not increased caloric intake, may reduce the risk of

information for fat [and calorie]

resulting in
coronary heart disease. See nutrition
content.

Notes: The bracketed phrase "and calorie" is optional in that FDA does
not intend for the presence or absence of such phrase to be a factor in
whether it considers enforcement discretion for the use of the qualified
health claim. FDA considered this additional information beneficial to
consumers to heighten their awareness of the caloric contribution from

walnuts and encourages companies to include it in product labeling.
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Qualified Health Claims

Eligible Foods

Claim Statements

Omega—3 Fatty Acids &
Coronary Heart Disease

Conventional foods and dietary supplements that contain EPA and DHA
omega—3 fatty acids.

Supportive but not conclusive research shows that consumption of EPA
and DHA omega—3 fatty acids may reduce the risk of coronary heart
disease. One serving of [Name of the food] provides [ ] gram of EPA
and DHA omega—3 fatty acids. [See nutrition information for total fat,
saturated fat, and cholesterol content.]

Note: Dietary supplements may declare the amount of EPA and DHA per
serving in "Supplement Facts," instead of making the declaration in the

claim.

Monounsaturated Fatty
Acids From Olive Oil and
Coronary Heart Disease

All products that are essentially pure olive oil and labeled as such (see *
for definitions)

Dressings for salads (i.e. salad dressings) that contain 6 g or more olive
oil per Reference Amount Customarily Consumed (RACC), are low in
cholesterol (21 CFR 101.62(d)(2)), and do not contain more than 4 g of
saturated fat per 50 g.

Vegetable oil spreads that contain 6 g or more olive oil per RACC, are
low in cholesterol (21 CFR 101.62(d)(2)) and do not contain more than
4 g of saturated fat per RACC.

Olive oil—containing foods that contain 6 g or more olive oil per RACC,
are low in cholesterol (21 CFR 101.62(d)(2)), contain at least 10% of
either vitamin A, vitamin C, iron, calcium, protein or dietary fiber. If the
RACC of the olive oil—containing food
cannot contain more than 4 g of saturated fat per RACC and

is greater than 30 g the food
if the
RACC of the olive oil—containing food is 30 g or less the food cannot
contain more than 4 g of saturated fat per 50 g.

Shortenings that contain 6 g or more olive oil per RACC and are low in
cholesterol (21 CFR 101.62(d)(2)) and do not contain more than 4 g of
saturated fat per RACC.

CFR 101.13()) or
101.13(m)) are not eligible for the claim.

Meal products (21 Main dish products (21 CFR

Limited and not conclusive scientific evidence suggests that eating about

2 tablespoons (23 grams) of olive oil daily may reduce the risk of
coronary heart disease due to the monounsaturated fat in olive oil. To
achieve this possible benefit, olive oil is to replace a similar amount of
saturated fat and not increase the total number of calories you eat in a
day. One serving of this product contains [x] grams of olive oil.

Note: The

contains [x] grams of olive oil." is optional when the claim is used on

last sentence of the claim "One serving of this product

the label or in the labeling of olive oil.

*(1)

refined olive oil; where virgin olive oil is the oil resulting from the first

Olive oil means virgin olive oil, or blends of virgin olive oil and

pressing of olives and is suitable for human consumption without further

processing and refined olive oil is the oil obtained from subsequent

pressings and which is suitable for human consumption by refining
processes which neutralize the acidity or remove particulate matter.
(2) Vegetable oil CFR 166.110)

margarine—like products.

spread means margarine (21 and

(3) 'dressings for salads" means dressings for salads formulated to
contain olive oil.

(4) "shortenings" means vegetable oil shortenings, formulated to contain
olive oil.

(5) Olive oil—containing foods means foods, such as sauces or baked
goods, excluding olive oil, vegetable oil spreads, dressings for salads,

and shortenings.
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Qualified Health Claims

Eligible Foods

Claim Statements

Green Tea & Cancer

Green tea and conventional foods and dietary supplements that contain
green tea

(1) Green tea may reduce the risk of breast or prostate cancer although
the FDA has concluded that there is very little scientific evidence for this
claim.

(2) Green tea may reduce the risk of breast or prostate cancer. FDA has
concluded that there is very little scientific evidence for this claim.

Chromium Picolinate &
Diabetes

Dietary supplements containing chromium

One small study suggests that chromium picolinate may reduce the risk
of insulin resistance, and therefore possibly may reduce the risk of type
2 diabetes.
relationship between chromium picolinate and either insulin resistance or

FDA concludes, however, that the existence of such a

type 2 diabetes is highly uncertain.

Calcium and Colon/ Rectal

Cancer & Calcium and
Recurrent  Colon/  Rectal
Polyps

Dietary supplements containing calcium

Colon/Rectal Cancer:

Some evidence suggests that calcium supplements may reduce the risk
of colon/rectal cancer, however, FDA has determined that this evidence
is limited and not conclusive.

Recurrent Colon Polyps:

Very limited and preliminary evidence suggests that calcium supplements
may reduce the risk of colon/rectal polyps. FDA concludes that there is
little scientific evidence to support this claim.
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Qualified Health Claims

Eligible Foods

Claim Statements

Cddum & Hpaterdion, Regray
— Indoed Hpatesan, ad
Pesdanpsia

Dietary supplements containing calcium

Hypertension:

Some scientific evidence suggests that calcium supplements may reduce
the risk of hypertension. However, FDA has determined that the evidence
is inconsistent and not conclusive.

Pregnancy—Induced Hypertension:

Four studies, including a large clinical trial, do not show that calcium
supplements reduce the risk of pregnancy—induced hypertension during
pregnancy. However, three other studies suggest that calcium
supplements may reduce the risk. Based on these studies, FDA
concludes that it is highly unlikely that calcium supplements reduce the
risk of pregnancy—induced hypertension.

Preeclampsia:

Three studies, including a large clinical trial, do not show that calcium
supplements reduce the risk of preeclampsia during pregnancy. However,
two other studies suggest that calcium supplements may reduce the risk.
Based on these studies, FDA concludes that it is highly unlikely that
calcium supplements reduce the risk of preeclampsia.
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Qualified Health Claims

Eligible Foods

Claim Statements

Tomatoes and/or Tomato
Sauce & Prostate, Ovarian,
Gastric, and Pancreatic

Cancers

(1) Cooked, Raw, Dried, or Canned Tomatoes
(2) Tomato Sauces that contain at least 8.37 percent salt—free tomato
solids

Tomatoes and/or Tomato Sauce and Prostate Cancer:
Very that
one—half to one cup of tomatoes and/or tomato sauce a week may

little

limited and preliminary scientific research suggests eating

reduce the risk of prostate cancer. FDA concludes that there is

scientific evidence supporting this claim.

Tomato Sauce and Ovarian Cancer:

One study suggests that consumption of tomato sauce two times per
week may reduce the risk of ovarian cancer; while this same study
shows that consumption of tomatoes or tomato juice had no effect on
ovarian cancer risk. FDA concludes that it is highly uncertain that tomato

sauce reduces the risk of ovarian cancer.

Tomatoes and Gastric Cancer:
Four studies did not show that tomato intake reduces the risk of gastric
cancer, but three studies suggest that tomato intake may reduce this
FDA concludes that it

tomatoes reduce the risk of gastric cancer.

risk. Based on these studies, is unlikely that

Tomatoes and Pancreatic Cancer:

One study suggests that consuming tomatoes does not reduce the risk
of pancreatic cancer, but one weaker, more limited study suggests that
consuming tomatoes may reduce this risk. Based on these studies, FDA
concludes that it risk of

is highly unlikely that tomatoes reduce the

pancreatic cancer.
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Qualified Health Claims

Eligible Foods

Claim Statements

Unsaturated Fatty Acids
from Canola Oil and
Reduced Risk of
Coronary Heart Disease

Canola oil (see * for definitions)

and canola
per
low in
fat,

Vegetable oil spreads, dressings for salads, shortenings,
oil—containing foods that contain 4.75 g or
RACC, in saturated fat (21 CFR 101.62(c)(2)),
cholesterol (21 CFR 101.62(d)(2)), and meet the

cholesterol, and sodium disqualifying levels (21 CFR 101.14(a)(4)).

more of canola oil

are low are

saturated

Vegetable oil spreads and canola oil—containing foods must also meet
the 10% minimum nutrient content requirement (21 CFR 101.14(e)(6)).

Limited and not conclusive scientific evidence suggests that eating about
1 1/2 tablespoons (19 grams) of canola oil daily may reduce the risk of
coronary heart disease due to the unsaturated fat content in canola oil.
To achieve this possible benefit, canola oil is to replace a similar amount
of saturated fat and not increase the total number of calories you eat in
a day. One serving of this product contains [x] grams of canola oil.

For the purposes of this qualified health claim:

(1) "Canola oil' means products that are essentially pure canola oil and
are labeled as such.

(2) "Vegetable oil (21 CFR 166.110) and

margarine—like products, formulated to contain canola oil.

spread" means margarine

(3) "Dressings for salads" means dressings for salads formulated to

contain canola oil.

(4) "Shortenings" means vegetable oil shortenings, formulated to contain
canola oil.

(5) "Canola oil—containing foods" means all other foods, such as sauces
or baked goods, formulated to contain canola oil, excluding canola oil,
vegetable oil spreads, dressings for salads, and shortenings.
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Qualified Health Claims

Eligible Foods

Claim Statements

Corn Qil and Corn QOil—
Containing Products and
a Reduced Risk of Heart
Disease

Corn oil (see * for definitions)

Vegetable oil blends and shortenings that contain 4 g or more corn oil
per RACC, are low in cholesterol (21 CFR 101.62(d)(2)), meet the
cholesterol and sodium disqualifying levels (21 CFR 101.14(a)(4)), and
do not contain more than 4 g of saturated fat per RACC.

Dressings for salads (i.e. salad dressings) that contain 4 g or more corn
oil per RACC, are low in cholesterol (21 CFR 101.62(d)(2)), meet the
cholesterol and sodium disqualifying levels (21 CFR 101.14(a)(4)), and
do not contain more than 4 g of saturated fat per 50 g.

Vegetable oil spreads that contain 4 g or more corn oil per RACC, are
in cholesterol (21 CFR 101.62(d)(2)),
sodium disqualifying levels (21 CFR 101.14(a)(4)), contain at least 10%
of either vitamin A, vitamin C, iron, calcium, protein or dietary fiber, and

low meet the cholesterol and

do not contain more than 4 g of saturated fat per RACC.

Corn oil—containing foods that contain 4 g or more corn oil per RACC,
are low in cholesterol (21 CFR 101.62(d)(2)), meet the cholesterol and
sodium disqualifying levels (21 CFR 101.14(a)(4)), contain at least 10%
of either vitamin A, vitamin C, iron, calcium, protein or dietary fiber. If
the RACC of the corn oil—containing food is greater than 30 g, the food
cannot contain more than 4 g of saturated fat per RACC, and if the
RACC of the corn oil—containing food is 30 g or less, the food cannot
contain more than 4 g of saturated fat per 50 g.

Very limited and preliminary scientific evidence suggests that eating
about 1 tablespoon (16 grams) of corn oil daily may reduce the risk of
heart disease due to the unsaturated fat content in corn oil. FDA

concludes that there is little scientific evidence supporting this claim. To
achieve this possible benefit, corn oil is to replace a similar amount of
saturated fat and not increase the total number of calories you eat in a
day. One serving of this product contains [x] grams of corn oil.

(1) "corn oil" means products that are essentially pure corn oil and are
labeled as such

(2) "vegetable oil blends" means a blend of two or more vegetable oils
formulated to contain corn oil
166.110) and

(3) ‘"vegetable oil spread" means margarine (21 CFR

margarine—like products formulated to contain corn oil
salads formulated to

(4) 'dressings for salads"

contain corn oil

means dressings for

(5) "shortenings' means vegetable oil shortenings formulated to contain
corn oil

(6) "corn oil—containing foods" means all other foods, such as sauces

or baked goods, formulated to contain corn oil, excluding corn oil,

vegetable oil blends, vegetable oil spreads, dressings for salads, and

shortenings.
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Qualified Health Claims

Eligible Foods

Claim Statements

Selenium & Cancer

Dietary supplements containing selenium

Bladder Cancer

"One study suggest that selenium intake may reduce the risk of bladder
cancer in women. However, one smaller study showed no reduction in
risk. Based on these studies, FDA concludes that it is highly uncertain
that selenium supplements reduce the risk of bladder cancer in women."
Colorectal Cancers

"Selenium may reduce the risk of colorectal cancer. Scientific evidence
concerning this claim is inconclusive. Based on its review, FDA does not
agree that selenium may reduce the risk of colorectal cancer."

"Selenium may reduce the risk of colon and rectal cancer. Scientific
evidence concerning this claim is inconclusive. Based on its review, FDA
does not agree that selenium may reduce the risk of colon and rectal
cancer."

Colon Cancer

"Selenium may reduce the risk of colon cancer. Scientific evidence
concerning this claim is inconclusive. Based on its review, FDA does not
agree that selenium may reduce the risk of colon cancer."

Prostate Cancer

"Two weak studies suggest that selenium intake may reduce the risk of
prostate cancer. However, four stronger studies and three weak studies
showed no reduction in risk. Based on these studies, FDA concludes
that it is highly unlikely that selenium supplements reduce the risk of
prostate cancer."

"Selenium may reduce the risk of prostate cancer. Scientific evidence
concerning this claim is inconclusive. Based on its review, FDA does not
agree that selenium may reduce the risk of prostate cancer."

Several Cancers

"Selenium may reduce the risk of bladder, colon, prostate, rectal and
thyroid cancers. Based on its review, FDA does not agree that selenium
may reduce the risk of these cancers."

Thyroid Cancer

“One weak, small study sugggests that selenium intake may reduce the
risk of thyroid cancer. Based on this study, FDA concludes that it is
highly uncertain that selenium supplements reduce the risk of thyroid
cancer.”
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Qualified Health Claims

Eligible Foods

Claim Statements

Antioxidant Vitamins &
Cancer

Dietary supplements containing vitamin E and/or vitamin C

Vitamin C

Gastric (Stomach) Cancer

"One weak study and one study with inconsistent results suggest that
vitamin C supplements may reduce the risk of gastric cancer. Based on
these studies, FDA concludes that it is highly uncertain that vitamin C
supplements reduce the risk of gastric cancer."

Vitamin E

Bladder Cancer

"One small study suggests that vitamin E supplements may reduce the
risk of bladder cancer. However, two small studies showed no reduction
of risk. Based on these studies, FDA concludes that it is highly unlikely
that vitamin E supplements reduce the risk of bladder cancer."

“Vitamin E may reduce the risk of bladder cancer although the FDA has
concluded that there is very little scientific evidence for this claim.”
“Vitamin E may reduce the risk of bladder cancer. FDA has concluded
that there is very little scientific evidence for this claim.”

Colorectal Cancer

"Two weak studies and one study with inconsistent results suggest that
vitamin E supplements may reduce the risk of colorectal cancer.
However, another limited study shower no reduction of risk. Based on
these studies, FDA concludes that it is highly unlikely that vitamin E
supplements the risk of colorectal cancer."

“Vitamin E may reduce the risk of colorectal cancer although the FDA
has concluded that there is very little scientific evidence for this claim.”
“Vitamin E may reduce the risk of colorectal cancer. FDA has
concluded that there is very little scientific evidence for this claim.”

Renal Cell Cancer

"One weak and limited study suggests that vitamin E supplements may
reduce the risk of renal cell cancer. FDA concludes that it is highly
uncertain that vitamin E supplements reduce the risk of renal cell
cancer."

“Vitamin E may reduce the risk of renal cancer although the FDA has
concluded that there is very little scientific evidence for this claim.”
“Vitamin E may reduce the risk of renal cancer. FDA has concluded that
there is very little scientific evidence for this claim.”
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Qualified Health Claims

Eligible Foods

Claim Statements

100% Whey—Protein Partially
Hydrolyzed Infant Formula &
Atopic Dermatitis

100% Whey— Protein Partially Hydrolyzed Infant Formula

(1) "Very little scientific evidence suggests that, for healthy infants who
are not exclusively breastfed and who have a family history of allergy,
feeding a 100 % Whey—Protein Partially Hydrolyzed infant formula from
birth up to 4 months of age instead of a formula containing intact cow's
milk proteins may reduce the risk of developing atopic dermatitis
throughout the 1st year of life and up to 3 years of age."

(2) "Little scientific evidence suggests that, for healthy infants who are
not exclusively breastfed and who have a family history of allergy,
feeding a 100 % Whey—Protein Partially Hydrolyzed infant formula from
birth up to 4 months of age instead of a formula containing intact cow's
milk proteins may reduce the risk of developing atopic dermatitis
throughout the 1st year of life."

(38) "For healthy infants who are not exclusively breastfed and who have
a family history of allergy, feeding a 100% Whey—Protein Partially
Hydrolyzed infant formula from birth up to 4 months of age instead of a
formula containing intact cow's milk proteins may reduce the risk of
developing atopic dermatitis throughout the 1st year of life and up to 3
years of age. FDA has concluded that the relationship between 100%
Whey—Protein Partially Hydrolyzed infant formulas and the reduced risk of
atopic dermatitis is uncertain, because there is very little scientific
evidence for the relationship."

(4) "For healthy infants who are not exclusively breastfed and who have
a family history of allergy, feeding a 100% Whey—Protein Partially
Hydrolyzed infant formula from birth up to 4 months of age instead of a
formula containing intact cow's milk proteins may reduce the risk of
developing atopic dermatitis throughout the 1st year of life. FDA has
concluded that the relationship between 100% Whey—Protein Partially
Hydrolyzed infant formulas and the reduced risk of atopic dermatitis is
uncertain, because there is little scientific evidence for the relationship."
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