Example of health claims on food labels
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Regulatory body

FDA (U.S. Food and Drug Administration) e .

EFSA (European Food Safety Authority) efsan

and the European Commission (EC) in conjunction with the Member States | o
Ministry of Health Labour and Welfare (MHLW) () BEsEe

and the Consumer Affairs Agency (CAA) :

Taiwan Food and Drug Administration (FDA), Ministry of Health and Welfare QiFgAmﬁmm



USA- Health Claims



HOW DIETARY SUPPLEMENTS

ARE REGULATED

Labeling may bear statements of nutritional support. Such statements must be

Dietary Supplements must be rrmrfacr.ured Labelipg must bear a Supplement Flads adequately substantiated and may not claim to diagnase, mitigate, treat, cure,
under the current Good Manufacturing teble, including the name and quantity of or prevent any disease. The manufacturer should notify the FDA of any such
Practices (DSHEA Sec. 9). each dietary ingredient (DSHEA Sec. 7). statements within 30 days of first marketing (DSHEA Sec. 6).
False or misleading claims are prohibited
| (FEDCA Sec. 403).
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Sodium § Lass than % Palyuthylsria Giyeol, Gslatin, r.nm &n—“‘-“‘“‘ Safety data regarding “new dietary ingredients™
Toron (as Sadium Borate) 1 g L not previously present in the food supply must be
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Accurate disclosure of contents is The label must state that the product Supplement Labeling must bear a phone Lot number control is required to enable product fraceability
required (Fair Packaging & is a "Dietary Supplement” (DSHEA manufacturers must  number or address through (Dietary Supplements Good Manufacturing Practices).
Labeling Act). Sec. 7 (a)). register each facility ~ which consumers can
with FDA report serious adverse

(Botorrarism Act): fvents Dietary SusfEeiiss) Labels bearing statements of nutritional support must

and Nonprescription Drug prominently display a prescribed advisory statement

LAWS THAT DIRECTLY IMPACT Consumer Protection Act). (DSHEA Sec. 6)

DIETARY SUPPLEMENTS
= DSHEA: Dietary Supplement Health and Education Act . . .
= NLEA: Nutrition Labeling and Education Act The United States Pharmacopeia (USP) sets official standards
; ; for dietary supplements. For products carrying the USP mark,
=  FFDCA: Federal Food, Drug, and Cosmetic Act il
= Fair Packaging and Labeling Act USP has teﬁ‘iﬂi and verified ingredients, potency, and
= Bioterrorism Act manufacturing processes. A supplement must conform to the
= Food Allergen Labeling Act specifications of an official compendium, if so represented.
= Dietary Supplement and Nonprescription Drug Otherwise, a §upple|nenl must meet the identity, strength, purity
Consumer Protection At and composition as represented (DSHEA Sec. 7(a)).

Caopyright & 2015 Pharmavite LLC

http://www.naturemade.com/about-nature-made/accountability/how-supplements-are-regulated#xMFKHH8rEVMvBI1M.97
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Health Claims U, FooD & DRUG

1)

2)

3)

NLEA Authorized Health Claims. The Nutrition Labeling and Education Act of 1990 (NLEA) provides for the use in food labeling of health claims that
characterize a relationship between a food, a food component, or dietary ingredient and risk of a disease (for example, "adequate calcium throughout life
may reduce the risk of osteoporosis"), provided the claims meet certain criteria and are authorized by an FDA regulation. FDA authorizes these types of
health claims based on an extensive review of the scientific literature, generally as a result of the submission of a health claim petition, using the significant
scientific agreement standard to determine whether the substance/disease relationship is well established.

Health Claims Based on Authoritative Statements. The Food and Drug Administration Modernization Act of 1997 (FDAMA) provides a second way for the use
of a health claim in food labeling to be authorized. Under FDAMA, a new health claim can be authorized by submitting a notification to FDA of a claim based
on an "authoritative statement" from certain scientific bodies of the U.S. Government or the National Academy of Sciences. FDA has issued guidance on how
a firm can submit such a notification and make use of authoritative statement-based health claims. This guidance can be found at: Notification of a Health
Claim or Nutrient Content Claim Based on an Authoritative Statement of a Scientific Body. FDAMA does not include dietary supplements in the provisions for
health claims based on authoritative statements. Consequently, this method of oversight for health claims cannot be used for dietary supplements at this
time. Examples of health claims based on authoritative statements may also be found at: A Food Labeling Guide - Appendix C: Health Claims.

Qualified Health Claims. FDA's Interim Procedures for Qualified Health Claims in the Labeling of Conventional Human Food and Human Dietary Supplements
describes the agency’s process for considering petitions for the use of a qualified health claim in food labeling. When there is emerging evidence for a
relationship between a food substance (a food, food component, or dietary ingredient) and reduced risk of a disease or health-related condition, but the
evidence is not well enough established to meet the significant scientific agreement standard required for FDA to issue an authorizing regulation, the
gualified health claim petition process provides a mechanism to request that FDA review the scientific evidence and exercise enforcement discretion to
permit the use of the qualified claim in food labeling. If, after evaluating the quality and strength of the totality of the scientific evidence, FDA finds that
credible evidence supports the claim, the agency issues a letter outlining the circumstances under which it intends to consider the exercise of enforcement
discretion for use of the claim in food labeling. Qualifying language is included as part of the claim to indicate that the evidence supporting the claim is
limited. Although FDA's letters of enforcement discretion are issued to the petitioner requesting the qualified health claim, the qualified claims are available
for use on any food or dietary supplement product meeting the enforcement discretion conditions specified in the letter. FDA has issued guidance on interim
procedures for qualified health claims (see Interim Procedures for Qualified Health Claims in the Labeling of Conventional Human Food and Human Dietary
Supplements) and on the scientific criteria the agency uses in conducting health claim evaluations (see Evidence-Based Review System for the Scientific
Evaluation of Health Claims). Qualified health claim petitions that are submitted to FDA will be available for public review and comment. A listing of petitions
open for public comment is at the FDA Dockets Management website. A summary of the qualified health claims authorized by FDA may be found at:
Qualified Health Claims Subject to Enforcement Discretion. For more information see Qualified Health Claims.



1.) NLEA Authorized Health Claims

21 CFR Part 101, Subpart E - Specific Requirements for Health Claims

1) § 101.72 Health claims: calcium, vitamin D, and osteoporosis.

2) §101.73 Health claims: dietary lipids and cancer.

3) § 101.74 Health claims: sodium and hypertension.

4) § 101.75 Health claims: dietary saturated fat and cholesterol and risk of coronary heart disease.

5) § 101.76 Health claims: fiber-containing grain products, fruits, and vegetables and cancer.

6) § 101.77 Health claims: fruits, vegetables, and grain products that contain fiber, particularly soluble fiber, and
risk of coronary heart disease.

7) § 101.78 Health claims: fruits and vegetables and cancer.

8) § 101.79 Health claims: Folate and neural tube defects.

9) § 101.80 Health claims: dietary noncariogenic carbohydrate sweeteners and dental caries.

10) § 101.81 Health claims: Soluble fiber from certain foods and risk of coronary heart disease (CHD).

11) § 101.82 Health claims: Soy protein and risk of coronary heart disease (CHD).
12) § 101.83 Health claims: plant sterol/stanol esters and risk of coronary heart disease (CHD).
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§ 101.81 Health claims: Soluble fiber E——
from certain foods and risk of coronary S80S
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: Approved health claim statements

“3 grams of soluble fiber from oatmeal

daily in a diet low in saturated fat and

cholesterol may reduce the risk of heart
disease”




§ 101.82 Health claims: Soy protein and
risk of coronary heart disease (CHD).
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Approved health claim statements
“Diets low in saturated fat and
cholesterol that include 25 grams of soy
protein a day may reduce the risk of
heart disease”



§ 101.79 Health claims: Folate and

neural tube defects.

Approved health claim st

“Adequate folate in healthful diets may reduce a woman's

2ments

risk of having a child with a brain or spinal cord birth

defect”
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\pproved health claim statements

“Women who consume healthful diets with
adequate folate may reduce their risk of
having a child with birth defects of the brain

or spinal cord. Folate intake should not
exceed 250% of the DV (1,000 mcg)”



2.) FDA Modernization Act (FDAMA) Claims

* Whole Grain Foods and the Risk of Heart Disease and Certain Cancers
(Docket ID FDA-2008Q-0270)
 Potassium and the Risk of High Blood Pressure and Stroke
(Docket No. 2000Q-1582)
 Fluoridated Water and Reduced Risk of Dental Carries
(Docket No. 2006Q-0418)
 Saturated Fat, Cholesterol, and Trans Fat, and the Risk of Heart Disease
(Docket No. 2006Q-0458)
e Substitution of Saturated Fat with Unsaturated Fatty Acids and Risk of Heart Disease
(Docket No. 2007Q-0192)

llllllllllllll



FDAMA approved statements—Whole grains
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Approved health claim statements
“Diets rich in whole grain foods and
other plant foods and low in total

fat, saturated fat, and cholesterol may

B A S s
et OO

\e reduce the risk of heart disease and
WS at : y
certain cancers

; s ks nd ot ot (s e o (e
e e e i i



FDAMA approved statements—Potassium
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Approved health claim statements

“Diets containing foods that are a good
source of potassium and that are

low in sodium may reduce the risk of
high blood pressure and stroke.”




3.) Qualified Health Claims

Qualified Health Claims About Atopic Dermatitis Risk

* 100% Whey-Protein Partially Hydrolyzed Infant Formula and
Reduced Risk of Atopic Dermatitis

Qualified Claims About Cancer Risk

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

e Calcium and Colon/Rectal Cancer & Calcium and Recurrent
Colon/Rectal Polyps

* Green Tea & Cancer

* Selenium & Cancer

* Antioxidant Vitamins & Cancer

Qualified Claims About Cardiovascular Disease Risk

* Nuts & Heart Disease

*  Walnuts & Heart Disease

* Omega-3 Fatty Acids & Coronary Heart Disease

* B Vitamins & Vascular Disease

* Monounsaturated Fatty Acids From Olive Qil and Coronary
Heart Disease

* Unsaturated Fatty Acids from Canola Oil & Coronary Heart
Disease

* Corn Oil & Heart Disease

Qualified Claims About Cognitive Function

*  Phosphatidylserine & Cognitive Dysfunction and
Dementia

Qualified Claims About Diabetes

*  Psyllium Husk & Diabetes NEW
e Chromium Picolinate & Diabetes

Qualified Claims About Hypertension

* Calcium & Hypertension, Pregnancy-Induced
Hypertension, and Preeclampsia

Qualified Claims About Neural Tube Birth Defects

* 0.8 mg Folic Acid & Neural Tube Birth Defects

FDA

U.S. FOOD & DRUG

ADMINISTRATION



Nuts & Heart Disease

PLANTERS

DRY ROASTED

PISTACHIOS

Approved health claim statements

“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

157 < cholesterol may reduce the risk of heart disease. [See
R > DIAVONL nutrition information for fat content.]”
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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.



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

i

" Approved health claim statements

“Limited and not conclusive scientific evidence suggests that
eating about 1 % 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”

Corn Oil and Reduced Risk of Heart Disease

Approved health claim statements

“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 Lekidadabal
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”




Omega-3 Fatty Acids & Coronary Heart Disease
_ Approved health claim statements

iépimsﬁl" “Supportive but not conclusive research shows that
consumption of EPA and DHA omega-3 fatty acids may reduce

m , 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.]”
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Conventional foods and dietary supplements that contain EPA and DHA omega-3 fatty acids.



EU- Health Claims



Health Claims

Article 14 health claims | Reduction of disease risk claims and <Article 14.1 (a)>

Claims referring to children’s development and health. <Article 14.1 (b)>

%p;\:‘ H CLA / 44 Article 13(5) health claims | Health claims other than disease risk reduction and children’s development and
,S' health. These claims are based on newly developed scientific evidence and may
include a request for the protection of proprietary data.

Reduction Children’s Article 13 health claims Health claims other than disease risk reduction and children’s development and
of disease development health. Alsc known as ‘General health claims’, these claims relate to the effect of a
risk and health substance on a body function.

Article 14 Article 14

Information on Nutrition and Health Claims (April 2016)

General General
Article 13.5 Article 13
m European |
Commission
TABLE 1. Examples of European Union health claims under
Regulation (EC) No 1924/2006

Article Claim

Article 13.1 Beta-glucans contribute to the maintenance of normal blood
cholesterol levels.

: Water-Soluble Tomato Concentrate (WSTC) | and Il helps main-

Article 13.5 5 : : i

ki) tain normal platelet aggregation, which contributes to healthy
blood flow*

Article 14.1a Barley beta-glucans have been shown to lower/reduce blood

(disease risk fac- | cholesterol. High cholesterol is a risk factor in the development

tor reduction) of coronary heart disease”

Article 14.1b Docosahexaenoic acid (DHA) maternal intake contributes to the

(children) normal brain development of the fetus and breastfed infants.

®http:/feur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2009:336:0055:0057:EN: PDF.
i’hm::u‘./,“eux'—iex.euro;:u:-:.eu,fLenL.lriSerwf LexUriServ.do?uri=0J:L:2012:310:0038:004 0:EN:PDF.

Baldwin and Poon (2014)



Article 13.1 - Function claims : Based on generally accepted scientific evidence

Authorized health claim statements Moo - o Meene

EVERYDAY NUTRITION

“Calcium is needed for the maintenance of normal bones”

“Calcium contributes to normal muscle function”

“Calcium contributes to the normal function of digestive enzymes”
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Article 13.1 - Function claims : Based on generally accepted scientific evidence

Authorized health claim statements M
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“Biotin contributes to the maintenance of normal hair” perpocns )
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“Biotin contributes to the maintenance of normal skin”
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Article 13.5 - Function claims : Based on newly developed scientific data
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Authorized health claim statement

“Carbohydrates contribute to the recovery of normal muscle
function (contraction) after highly intensive and/or long-lasting
physical exercise leading to muscle fatigue and the depletion of
glycogen stores in skeletal muscle”

Authorized health claim statements
“Consumption of foods/drinks containing <name of
all used non-digestible carbohydrates> instead of
sugars induces a lower blood glucose rise after their

consumption compared to sugar-containing
foods/drinks”

o asaipdls? o

Dietary Fibre
Comgl

Authorized health claim statements % = EDieithyc‘Eiprs

HIGH FIBRE
¥ )

“Sugar beet fibre contributes to an increase in faecal bulk”

MMIJM! Dietary Fibre Complex




Article 14.1(a) - Reduction of disease risk claims

Authorized health claim statements

‘ sugETE U
“Oat beta-glucan has been shown to lower/reduce blood " petavive
cholesterol. High cholesterol is a risk factor in the development . crispy oat heartcercd!
of coronary heart disease”
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Article 14.1(a) - Reduction of disease risk claims
Authorized health claim statements
“Plant stanol esters have been shown to lower/reduce blood

cholesterol. High cholesterol is a risk factor in the development
of coronary heart disease”
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“Plant sterols and plant stanol esters have been shown to

lower/reduce blood cholesterol. High cholesterol is a risk factor
in the development of coronary heart disease”
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(e [PROVEN]

Plant stanol ester has bean shown to lower
lood cholesterol. High cholesterol is
a sk factor in the development of
Coronary hear! disease.

e
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Soft Chews

Plant stanol ester — Approved health claim in EU
Based on a scientific eualua tion by the European Food Safety Authority EFSA, the
an Article 14 health claim (Disease risk reduction
heaith dalmi for Plant . smnai ester. Article 14 heaith claims are the strongest possible
health claims for foods.
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Article 14.1(b) - Claims on growth and development of children
Authorized health claim statements

Hi P
“lodine contributes to the normal growth of children” - Combiotic®
all r|?iu\r;i<|:'lamins A  years growing up milk

multi- A -

win Vit.D, B12, Folic acid

with iodine to contribute to
normal growth
«and iron to contribute to
cognitive N
development of children

“Iron contributes to normal cognitive development of children”
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“Calcium and vitamin D are needed for normal growth
and development of bone in children”



Health Claims



Maeda-Yamamoto & Ohtani (2018)

Foods in
H  general

Food for
special
dietary uses

Foods with
health
claims; FHC

Cannot label with a health
claim

Foods for patients, pregnant
women, babies, and people having
difficulty swallowing

Foods for specified health uses:
FOSHU (case-by-case screening);
enforced in 1991

Foods with nutrient function
claims: FNFC &standardlzed)
enforced in 2001

Foods with function claims:
FFC (notification system);
enforced in 2015

Examination by
CAA* required

Examination by
CAA* required

Examination by
CAA* not
required
Examination by
CAA* not required

Pharmaceutical products

Quasi-pharmaceutical
products

Figure 1. Classification of orally ingested products in Japan.

*CAA: Consumer Affairs Agency



Categories of FOSHU

(1) Ordinary FOSHU

. . . . Y o BB Es

Requires detailed review process with scientific evidence for each application >

(2) Standardized FOSHU: g;;(_ o
(a) No detailed review process for food products meeting established standards and specifications, TS i

(b) Must be accompanied by sufficient accumulation of scientific evidence
(c) Fast-track approval for products with previously approved safety

(3) Reduction of disease risk FOSHU:

(a) Detailed review process requiring scientific evidence

(b) Products with clinically and nutritionally established ingredients that reduce the risk of certain
diseases (i.e. calcium for osteoporosis and folic acid for neural tube defects)

(4) Qualified FOSHU:
(a) Detailed review process requiring scientific evidence

(b) Products containing ingredients with demonstrated health effects that do not reach established | %7 &
standards for FOSHU approval ! '\\

(c) Labeled as “Qualified Food for Specified Health Uses” ;i‘ (F i

**such as “the evidence is not established, but this product may be suitable for a person with &“%*@E%@Q

slightly elevated blood neutral fat.” (Bagchi et al., 2014)

Maeda-Yamamoto & Ohtani (2018)



Examples of approved “foods with specified uses” products are as follows (1099 items as of July 29, 2017):

Special health uses of foods Principle ingredients

1.) For modifying gastrointestinal conditions oligosaccharides, lactose, bifidobacteria, lactic acid bacteria, and dietary fiber
(ingestible dextrin, polydextrose, guar gum, and psyllium seed coat)

2.) For acting on blood cholesterol levels chitosan, soybean protein, and degraded sodium alginate
3.) For acting on blood glucose levels indigestible dextrin, wheat albumin, guava tea polyphenol, and L-arabinose
4.) For acting on blood pressure lactotripeptide, casein dodecapeptide, tochu leaf glycoside (geniposidic acid),

and sardine peptide

5.) For promoting dental hygiene palatinose, maltitol, and erythritol

6.) For lowering cholesterol and improve gastrointestinal conditions  degraded sodium alginate, and dietary fiber from psyllium seed husk

7.) For affecting mineral absorption calcium citrate malate, casein phosphopeptide, heme iron, and
fructooligosaccharide

8.) For promoting osteogenesis soybean isoflavone and milk basic protein

9.) For mitigating triacylglycerol and body fat Medium chain fatty acids, tea catechin, chlorogenic acid, EPA, DHA, quercetin

glycoside, apple procyanidin, mannooligosaccharide, oolong tea polyphenol

10.) For reducing the risk of specific diseases: osteoporosis calcium

11.) For preventing neural tube defects (spondyloschisis) folic acid

Maeda-Yamamoto & Ohtani (2018)



______
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1.) For modifying gastrointestinal conditions Probiotics ™\

Example of the Claim (@‘ Product: 9737“/%')‘/’73—7)% BEIAGG!

el (Fermented milk)
jg"é" W Key component: Lactobacillus rhamnosus GG, ATCC 53103
A g (Lactobacillus GG)

SS

“This helps increase intestinal bifidobacteria and thus helps maintain a good GI condition”
“This product helps to improve bowel movements.”

%°amw? I
/'/ o \:‘;;\ | Product: EJL )L (Dairy products Lactobacillus drinks) |
e Prebiotics 5,?2;% @ Py Key component: Lactobacillus Casei (NY 1301)

[ vaiuie] i

505583 ypr

suLL
(Sweetener)

Product: 7JLJLDFELI LAY HE oS
E Key component: Fructo-oligosaccharide

w- K‘ 1‘ | \ Product: V7—)L TL—2 LT, ARAA— (Yogurt)
bmij“”’“g‘q | Key component: Lactobacillus casei YIT 9029 (Shirota strain)
ﬁ”’ \ Product: B EAZE R (Refreshing drink) i e o
{:&_!_m%ﬁ Key component: Lactulose . ___________________________________________________
R— I //' p— \\\
;;—?‘_’ﬂ / e . *’ﬁ?f’i Product: #HZEMS 552 \
e j T g"g ARESK, AL UDBR, Y RAHYREE (Sweets) \
| Dietary fibers i+ === Key component: Resistant indigestible dextrin
Product: XY A = 2EF (Seasoned vinegar (soft drink)) | : |
Key component: Galacto-oligosaccharide i Product: 774 7'X= (Carbonated drink) |
H | Key component: Polydextrose '
Pl m
B S . Product: ®E > /01 . : .
s Pl ey - PERHwE (Biscuits) Tl & E
> N ] i3 Zil < . 1)- i
‘ Product: A1) 344 L (>BvF) (Syrup) ; = Key compgignt: i ' §§ - Product: [FIXEXE—
\ Key component: Isomalto-oligosaccharides / . Indigestible dextrin (as | 4 = (Powdered jelly)

dietary fiber) Key component: Dietary fiber

(Agar) /

oo
~—e




2.) For acting on blood cholesterol levels

T

=2

R | § ®
% ]

Example of the claim
Product: #& THZ7 (Vegetable / Fruit Mixed Beverage)

3 Key component: S-methyl cysteine sulfoxide (SMCS) - “This helps people decrease serum cholesterol levels.”
SV (natural amino acid) derived from broccoli and cabbage

Bitehi<
e
o~ -

fl]-le__
Product: \JLL—IL AT (Cooking oil) ””"'
JLATO=l=

Key component: Plant sterol Fi¥s

Product: > BABEHF T (Green Juice)
Key component: Chitosan

AP sERanas
JLAT 0=
TFHHOMRETE

S

2
R ELY @,

Product: Ea 7L kY S1)7 (Salad Dressing)

&E?‘v Product: /\4 ! LT, (Soymilk) Key component: Plant sterol ester

Key component: Soybean protein

5
@ R
ANINOMOTO

Product: {52 A& Z £l (Soymilk)
Key component: Soybean protein

Product: 75—~ 70O-7%7T47 (Margarine)
Key component: Plant sterol ester
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3.) For acting on blood glucose levels

Example of the claim
Product: %537 100 (Food supplement)

Key component: Neocotalanol

“This is helpful for those who are concerned about their
blood glucose levels.”

Product: A B DEHZi+ EhHt. FKw1=L. BHA% (Instant miso soup)
Key component: Resistant indigestible dextrin (as dietary fiber))

Product: 2o M2 FE (Tofu)

Key component:(Indigestible dextrin
(as dietary fiber))

Product: % E FEEEZE (Refreshing drink)
Key component: Resistant dextrin (as dietary
fiber))

Product: Y7 )LFERER (ITAZINVER)
Key component: Refreshing drink

‘8 (Guava leaf polyphenol)
200m| 500ml 1000ml N 2000m|7 7 (D j‘ @
Product: 7 /L7 7 #ERAT1vY RULVE (Powdered soft drink) i
Key component: Indigestible dextrin (as dietary fiber) Ao nk )
- ez
o — <
Gigsies o &
= .,.;EIJ “ & Product: 7 )LaTH A (Powdered soup)
_— Key component: Wheat albumin

Product: MAEBDRIZIEVIEILDHF-AD T4vb342
OJ—E— (Powdered soft drink)

Key component: Resistant to dextrin (as dietary fiber)



Taiwan- Health Claims



Types of registration for health foods »

@

* Type 1 (Individual case review)

Suppliers must provide testing results and proof of food safety and healthcare
functions. The approval permit number shall be Wei Bu Chien Shi Kui Tzu No. AXxxxX

* Type 2 (Standard specification review)

Product must comply with specifications and standards stipulated by the
Ministry of Health and Welfare (MOHW). The approval permit number shall be Wei Bu
Chien Shi Kui Tzu No. XXXXxx

***Now, red mold rice (Monascus purpureus) and fish oil are the two health food
specification standards (Wu, 2015)

\‘i
(/ngA ARmmERE
(As of December 2016, 376 permits were issued for health foods, including 312 permits for Type 1 approvals and 64 permits for Type 2 approvals. 37

of the permits were voided (include termination as a result of permit expiration, revocation of the permit, or permit merging). As of end of 2016 the
number of approved permits issued is 339)



“Health care effects” of the permitted health foods (wu, 2015

1.) Modulating blood lipids

2.) Improving gastrointestinal functions

3.) Regulating immune system

4.) Adjuvant modulating allergic constitution
5.) Protecting bone health

6.) Maintaining dental health

7.) Modulating blood sugar

8.) Protecting liver functions (chemically induced liver damage)
9.) Reducing body fat formation

10.) Anti-weariness

11.) Postponing aging

12.) Adjuvant modulating blood pressure
13.) Promoting iron absorption



Example of health claim label on food product

A
'(iﬁﬁ%ﬂ%&ﬁi@w@@%n%—gﬁ

= GPLEAMERERY RERSEHER == sk = w2 B8R
WERE - E
Kor A g B EX] ] ETIEE faoooss |
M — B 2 mEE: | | dxRa: | |
EE{% +[[I] B w29 A - !
—& — & z2 z¥ < Excel
m 1] | ) ( | | cel |
B = @ ]
Fies =
o B —| B Label No. - [#ranzss WERATEAISEFEET)
%5& 2 8 | PR F—RETD
wh . ] EalE 2006/9/28
& _ CEL G- ERPARAR
Status (Approve/Failure) » &= ER
Health efficacy related ingredients = [gusuiEsEs EHEE
Health care effect - [&ha ATmEN
An animal study shows that consumption of this product may help lower blood total cholesterol Approved statement of health claim—=> zgmﬁgﬁ (EHMFEREE: AR RO RIEERE-
EEFE

A label of Taiwanese health (functional) food product; sterols containing milk drink for the risk reduction of coronary heart
disease. (Bagchi, 2008)
1. Logo for “health food” with the reference number of the permit. (Wei Bu Chien Shi Kui Tzu No. AO0085)
2. Name of product “Plant sterols milk.”
3. Approved health claim: “An animal study shows that consumption of this product may help lower blood total
cholesterol” in Chinese and English.
Nutritional information.
Information on plant sterols.
Instruction of use.
Warning “pregnant and breast feeding women should consult their doctor before drinking this product.”

No v A



1.) Modulating blood lipids

No. A00181
Product: Uni-President No Sugar added & Hi-fiber SoyMilk
Key component: Soy protein; Chicory fiber (Inulin)

Approved health claim:

(1)E BT B E I s AR RE E RS

EBRENLPEEEREAEEE,

BEPRBELRELNERFNERRT. | AERZINVEBHRE—SLERE

BHERERZEREREREKE.

(1) Helps to lower total blood cholesterol.

(2) Helps increase blood high-density lipoprotein cholesterol.

(3) It helps to reduce the risk factors for cardiovascular
disease. The effectiveness of this product is claimed to be
based on the experimental results of a unified low-sugar and
high-fiber soybean milk product.

No. A00230
Product: Cranberry Vinegar(Reduced Sugar)
Key component: Chlorogenic acid

Approved health claim: 58y & m e EES
(Helps lower total cholesterol in the blood)

No. A00092
Product: Natto Extract Capsule

i

il |
W

Approved health claim:
(1) ABIRRRE M 48R E B
(2) ABREEDHEZEIEEDEER.
(3) APRELIBELONERFHOEREF.
(1) Helps to lower total blood cholesterol.
(2) Helps lower blood LDL cholesterol.

Key component: HMG-COA reductase inhibitor-Monacolin K;
the content of each soft capsule was greater than 0.15 mg.

(- ann )=
No. 000044
Product: B K i 3%/ FUMERFE 2 (Capsule)
FishOil Key component: Omega-3 acids

Approved health claim: xERasAEKIEN S =B E@AE ; £
BT BERM, FHBERER.

(This product may help reduce triglyceride in blood; its efficacy
is known by science and is not confirmed by experimentation.)

No. 000024

Product: ¥IE8E 4 B2 (Capsule)

Key component: Monacolin K

Approved health claim: &z RosEABREEM P BIEERE ; HIIY
2 BGH, FHEREDR,

(This product may help reduce total cholesterol in the blood; its

efficacy is known by academics and is not confirmed by
experimentation.)

&
QX lion:c:s

BERS

? S 510mgxcoiamens |
‘U‘” —

Q 9
TR0

No. A00240
Product: Uni-biotech Imperial Natto Red Mold Rice Capsule
Key component: Monacolin K

Approved health claim:

(1) AERRRHE M R ERE
(2) FBNRRRE M R B AR R B EIRE.

(1) Helps lower total blood cholesterol;
(2) Helps lower blood LDL cholesterol.

(3) It helps to reduce the risk factors for cardiovascular disease.



2.) Improving gastrointestinal functions

No. A00113
Product: AGV Oligo Tomato Drink (Beverage)
Key component: Isomalto-oligosaccharides

Approved health claim:
FHMREMERASER
AR EBEANEREM

(1
()

1)

2)

Helps increase
intestinal
probiotics

Helps to improve
intestinal
bacterial flora

No. A00012

Product: B F| % mini-Oligo (Carbonated drinks)
Key component: Oligosaccharides (containing isomalt oligosaccharides
and galactooligosaccharides)

Approved health claim: geisEBnBEREE |, BNELifidis EE S,

(Helps to improve the intestinal bacterial flora and increase the number of
intestinal Bifidus bacteria.)

No. A0O0070

Product: ProBioPCC (Dietary supplement) (Capsule)
Key component: Lactobacillus fermentum

(1)
(2)
(3)
(4)

Approved health claim: e > -
R HEAR LS. S\ burner JRgOH
EBmEREER. % “" - A
BABABER (Clostridium perfringens) B nons ‘ 'ﬁ
HEBAEEA. . Wil T

20w
CY
20 o
No. A00215
Product: BE R & HE R E I+ (FRERLK) Healthy malt
beverage Dark malt flavor (Beverage) R

s

Key component: Isomaltose, Panose
Approved health claim: gayBnEs

(1) AHMREMBARARER.
(2) HBENRBAEREZE Clostridium perfringens),

The animal experiments confirmed: - Ty
(1) It helps to increase intestinal probiotics. “@ﬁ@f

(2) It helps to reduce the harmful bacteria
(Clostridium perfringens).

R

No. A0O0030

Product: = $5ARAE 7345 (Skim milk powder)

Key component: Total lactic acid bacteria (including
Lactobacillus acidophilus and Lactobacillus casei),
Bifidobacterium lactis, and calcium

Approved health claim: #g1
LB RNAE.,

2RAIBRES ( Clostridium perfringens) . 1) Increase intestinal bacteria.
3.EG N M E . 2) Reduce the intestinal bacteria
fg?ﬁgfff_ﬁégﬁmw (Clostridium perfringens).
R = JHEE ° . . .
o TR B A e S 3) ][Irnprove intestinal bacterial
3 AR o S AR B E I RS ora
No. A00324

Product: Burner -5 ZA* B E###15 (Dietary fiber powder)
Key component: Total dietary fiber

Approved health claim:

(a)FAEmAE MCEMEBEREE -

1. B R RE f 42 REEIAS

2. AR i o = BA H s,

3. A B BRHE I AR 2 B2 B & B B B B2 (LDL-C), |
(b)ERFThaEhE TEBMERSE  FONEMERASER, |

Improvement of Gastrointestinal Function "Confirmed by animal
experiments: It helps to increase intestinal probiotics."

No. A00247

Product: Fiber Cup Soup Healthy Fiber
Potato Soup

Key component: Total dietary fiber
(including indigestible maltodextrin)

Approved health claim: a8z E - 500
REEBEE,

(“It has been confirmed by animal experiments
that it helps to promote gastrointestinal
motility.”)




6.) Maintaining dental health

et
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No. A0O0058
Product: IR Ef ZECHEFE O B HE-E T (Sugar-free Gum)

Key component: Xylitol

Approved health claim:
(1)FTRA OB R B SFE B
(2.) AT OF B Bt R0 SR 88 Y2 B IR R 24 2 (Streptococcus mutans)o
(3.) B BRI SF B A 5

1) Can reduce dental plaque in the mouth. — : ""?-"“'“"';-‘""

2) It can reduce the number of Streptococcus mutans in dental

plaque.
3) Helps reduce the incidence of tooth decay.

No. A00135

Product: Dental-Lac Troches (Tablet)
Key component: Lactobacillus paracasei
Approved health claim:

HHRBEDTRAB ARSI EEIRE B E (Streptococcus mutans) o
(Helps reduce the number of Streptococcus mutans in dental plaque.)

11.) Postponing aging

No. A00194
Product: TE#X I BE U YIER (Healthy Drink)
Key component: Total polyphenol (Ferulic acid)

Approved health claim:
(1) BBTRIE MR @R EILRE 1,
) RGZLZERBMERERER BEREEE o

No. A00238

Product: 1% 5 ¥k 28 48 T © i ## X (Healthy Drink)

Key component: Total polyphenols (based on Gallic acid)
Approved health claim: @52t amERERET FHREEEEL.

"1. It helps to increase the total antioxidant capacity in plasma.
2. It has been shown by the results of animal experiments on
aging rats to help delay aging."

en (@) |
- No. A00345
SR

Product: Memoregain Capsules

Key component: Phenylethanoid glycosides from Cistanche tubulosa (based on Acteoside,
Isoacteoside, Echinacoside, 2'-Acetyl echinacoside)

Approved health claim: @FuR £ BYEBEABRER, FAERBPREESEZINY -

(The experimental results of inducible aging animals show that this product helps to delay aging.)

MEmoREGAIN tyses




