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ﬁ’ Can food be dietary rem\ed‘is?
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Let your food be your medicine,
and let your medicine be your
food - Hippocrates (The father of
western medicine, 570~460 B.C.)
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Emphasize the importance of
dietary therapy concept for the
preventive medicine - The
Emperor‘s Inner Canon (=77 N
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(http://big5. xinhuanet. com/gate/b|g5/news xmhuanet c
om/food/200506/06/content 3049770.htm)



What'’s Health Food
from requlatory point of view?
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2012 Global Functional Food Market Distribution
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2012 Health Food Market Distribution in Asia
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Mainland China accounted for about 28.6% of the 2012 market size, behind Japan at 43.7%.

In emerging countries such as Indonesia and Vietnam, economic growth and health conscious
constitute a fast-growing market. Due to the fact that the market is not yet mature and per capita
expenditure in developing countries on all using basic nutritional supplement products (vitamins,
dietary supplements, etc.) is limited (5-20 US$ per capita per year range), the expenditure is 5-10
times lower compared with developed countries.

Source: Euromonitor; IEK



5300,000 == —

$250,000

S200,000

$150,000

S$100,000

$50,000

50
2001 2002 2003 2004 2005 2006 2007 2008

—_— Sles i (5O EN

Source! Nutrition Business Journal estimates (Smil, consurner sales). Derived from o variety of sources,
incluging NBJ company interviews and surveys, Euromonitor, United Sotes Commerdial Service, IADSA

12%

10%

6%

4%

2%

0%

member ossodations, Organic Manitor, Mintel, Date Monitor, James W. Dudley and mony others,

2009
2008
Growth:
UsSD270
billion
Growth:
8%

New Nutrition Business
Journal, Dec 2009




Drivers and Growth Incentives In the
Health Food Market
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(Food and Development, VVol.35, No.3, p.19)






Certified Health Foods - Japan

*1991: The world’s first system for individual review
and licensing of health foods is established

«1995: First license issued

December 2007: 755 licensed items on the market
Market size as of 2007: 6,798,000,000 ¥

*May 2015: around 1100 licensed items on the market

(Japanese Ministry of Health, Japan Health and Nutrition Association)



Dietary Supplement =Food

After DSHEA: dietary supplement health and
education act

This new law, which amended the Federal Food, Drug, and Cosmetic Act,
created a new regulatory framework for the safety and labeling of dietary
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Under DSHEA: a firm is responsible for determining that the dietary
supplements’ manufactures or distributes are safe and that any
representations or claims made about them are substantiated by adequate
evidence to show that they are not false or misleading.

This means that dietary supplements do not need approval from US FDA
before they are marketed.

Except in the case of a new dietary ingredient, where pre-market review I
for safety data and other information is required by law, a firm does not
have to provide FDA with the evidence it relies on to substantiate safety or

effectiveness before or after it markets its products.
(U.S. Food and Drug Administration)




Serving Size 1 Tablal
% Dally Yalus
% Daily Valus for for Adults and
Children Under 4 Children 4 or more
Amount Per Serving Yoars of Age Years of Age
Calories 5
Total Carbohydrate 1g T < %"
__Sugars 19 T B S
Vitamin A 2500 W 100% 50%
(50% as beta-carolena)
Vitamin C 40 mg ~ 100% B67%
Vitamin D 400 W ok 100%
Vitamin E 15 U 150% 50%
Thiamin 11 mg 157% 73%
Riboflavin 12 mg 150% 7%
Miacin - 14 mg 156% 70%
Vitamin Bs limg 7% 55%
Folate 300 mcg 150% 75%
Vitamin By 5 mcg 167% B3%
|
« Parcent Daly Vakes are based on & 2,000 calorie dat,
T Daiy Value nol astablshed.

Other ingredients: Sucrose, sodium ascorbate, stearic acid, gelatin,
maltodextrins, artificial flavors, di-alpha tocopheryl acetate, niacimamide,
magnesium stearate, Yellow 6, artificial colors, stearic acid, paimitic acid,

Y ican:-lana. folic acid, cholecalciterol, and cyanocobalarmin,
= > . i) ¥ N we

Dietary supplement
containing multiple
vitamins for childre

and adults

pyridoxine hydrochloride, thiamin mononitrate, vitamin A acetate, beta- (U S. Food




Health Food Management Approach

Order 46, passed by the Ministry of Health on March 15, 1996
Defined ‘health foods’

Defined the approval, production, management, labeling, and
advertising processes for health foods

Included specific provisions for health food supervision and
management

Health Food Registration Management

Decree 19, passed by the Secretary of the China FDA on April 30,
2005, with implementation by July 1 of that year

Included specific provisions for application and approval of health
food products, raw and auxiliary materials, labels and instructions,
testing and inspection, re-registration, review, and legal
responsibilities.



The Development of Healthy Functional Food Law
In Korea

Legislative Background

¥ Encourage consumer protection and provides correct
information to consumers

¥ Promote the growth of high-value functional health food
industry

Legislation Passed

¥ 2000.11.29 Development and promotion of a national legal
agenda for healthy functional foods

¥ 2002. 8. 26 Healthy Functional Food Law 6727 is announced
¥ 2003.12.18 Presidential decree announced
¥ 2004. 1. 31 Regulations applied

¥ 2004. 1. 31 Related announcements made



Health Food Control Act in
Taiwan

Health Food Control Act was announced on Feb. 3, 1999 in Taiwan.
The definition of Health Food: “scientifically proven to be capable
of improving people’s health, and decreasing the risks of diseases,

but not for medical treatment”



1.
2.
3.
4.
D.

Promulgated on February 3, 1999.

Amended on December 22, 1999.

Amended and promulgated on November 8, 2000.
Amended and promulgated on January 30, 2002.

Amendments of Articles 2, 3, 14, 15, 24 and 28
promulgated on May 17, 2006.
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"ealth Food Control Act

« Chapter | General Provisions (8l~5)
« Chapter Il Health Food Permit (£~9)

« Chapter 111 Management of Safety and Sanitation of Health

Food (810~12)

« Chapter IV Labeling and Advertisement of Health Food

(8Ll3~15)

« Chapter V Inspection and Enforcement on
(816~20)

« Chapter VI Penal Provisions (81~29)

Health Food

« Chapter VII Supplementary Provisions (80~31)
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Amendments of Articles were promulgated on May 17,
2006.
Dual tracts for the application of Health Food were
perfomed in Taiwan

e aak

takes 180 days

Fast tract:
Monograph standard



https://consumer.fda.gov.tw/Food/InfoHealthFood.aspx?nodeID=162
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ZHcalth™Claims for Health Food in Taiwan

’ : ’ q Total: 271 items

Regulation of blood lipid (82)

Promotion of gastrointestinal
functions (71)

Regulation of immune system (41)
Protection of the liver (33)
Regulation of blood sugar level (14)

I

Attenuation of body fat
accumulation (12)

Fast tract: Monograph standard Total: 54 items

Fish oil (19) '.

1. Red yeast rice (35)

7.
8.

10.
11.
12.
13.

2.

Reducing allergic reactions (12)
Alleviation of osteoporosis (9)
Relieving physical fatigue (8)
Maintenance of dental health (6)
Anti-aging (5)

Promotion of iron absorption (4)
Aiding blood pressure regulation (2)



https://consumer.fda.gov.tw/Food/InfoHealthFood.aspx?nodeID=162

Safety Assessment of Health Food
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Complete set of
literature and
information
(Toxicity test is not
required)

1. Genotoxicity test
2. 28-day feeding
toxicity test

—

. Genotoxicity test
2. 90-day feeding

toxicity test
Teratogenicity
test

—

. Genotoxicity test
2. 90-day feeding

toxicity test
Teratogenicity
test
Carcinogenicity
test

Reproduction test




No further toxicity test is required if one of the following two
conditions Is met —

1.The raw materials of the product are conventional foodstuff
and are usually consumed as processed food.

2.There is a complete academic literature report on the toxicity
safety of the product and a record of human consumption; the
raw materials, composition of ingredients and manufacturing
procedure of the product are completely in line with the
findings stated in the academic literature report submitted.
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Classification: Category 2

If the raw materials of the product are
conventional foodstuff but are consumed In
uncommonly processed form, information on
the following toxicity tests should be provided
for assessment.

1. Genotoxicity test |
2. 28-day feeding toxicity test |
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Taiwan University
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Steam Distillation




Garlic Essential Oil

" lant Therapy f
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Iassification: Category 3

If the raw materials of the product are not
conventional foodstuff, information on the
following toxicity tests should be provided for
assessment.

1. Genotoxicity test
2. 90-day feeding toxicity test |
3. Teratogenicity test |
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Antrodia cinnamomea
(AC)
>t I1s well-known In

Talwan as a traditional
Chinese medicine.

>t Is rare and expensive
because it grows only on
the inner heartwood wall
of the endemic
evergreen Cinnamomum
kanehiral and can not be
cultivated.
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If the raw materials of the product are not conventional
foodstuff and contain carcinogenic or similar substances,
Information on the following toxicity tests should be provided
for assessment.

1. Genotoxicity test

2. 90-day feeding toxicity test
3. Teratogenicity test

4. Carcinogenicity test

5. Reproduction test




Taipei, Taiwan

The 6 International Conference
on Nutrition and Physical Activity 2015

October 2{ © 24, 2005 It.‘all for abstract

GIS NTU Convention Center

Important Dates () o
Abstract submission

Online abstract submission closes May 30, 2015

Notification of abstract acceptance June 30, 2015 ! for BN

Registration
Registration opens April 1, 2015
rly bird deadline July 31, 2015 ]

tration closes




2015
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\ Taipei, Taiwan

2" International Conference of Traditional and
Complementary Medicine on Health 2015

October 24 © 27. 2015 }ICaII for abstract

GIS NTU Convention Center

o— Conference Organaer:
Important Dates UL, Fomic e
Abstract submission
Online abstract submission closes May 30, 2015 [ Jp . -

Te Association f
Notification of abstract acceptance June 30, 2015 l ‘ ’F\///I rm,.qn and cg':n;.m.mm Medicine
Registration
Registration opens April 1, 2015
Early bird deadline July 31, 2015
Pre-registration closes September 15, 2015
Topics

1.Traditional medicine
2.Herbal medicine
3.Folk medicine
4.Preventive medicine
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Per Capita Consumption of functional Food by
Asian Country

Country Population Market Size Per Capitalncome
(Millions of U.S. Dollars) (U.S. Dollars)

Singapore 5,460,302

Japan 127,253,075

Taiwan 23,299,716

South Korea 48,955,203

Malaysia 29,628,392

Thailand 67,448,120

Mainland China 1,349,585,838 | 13227.4 9.8
Indonesia 251,160,124 1421 5.7
Philippines 105,720,644 457.6 4.3
Vietnam 92,477,857 278.9 3.0
India 1,220,800,359 | 432.8 0.4

Source: US Central Intelligence Agency (CIA) official website; aggregated Valley Institute



U.S. Nutrition Industry Sales & Growth: 2000-2013
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Overview market of dietary supplement

Eastern Europe

Western Europe S

14.4% o
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M North America
Other 3% \ 32.2%
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Latin America 3.1%

Asia Pacific 44.2%




