Legislative Council Secretariat IN23/04-05

INFORMATION NOTE

Recent Developments in the Regulation of Health Food
in Taiwan

1. Background

1.1 The Bills Committee on Undesirable Medical Advertisements
(Amendment) (No.2) Bill 2004, at its meeting on 17 January 2005, requested the
Research and Library Services Division to provide updated information regarding the
research report on "Regulation of Health Food in Taiwan" issued in 2000. In
particular, the Bills Committee requested information about the recent developments
in the regulation of health claims relating to slimming or fat reduction, the regulation
of body immune system and the promotion of detoxification. This information note
provides such information to the Bills Committee.

2. Highlights of the regulatory framework for health food
Claims for health food
2.1 In Taiwan, health food is permitted to carry health maintenance claims

(% 18 of %% % f4 ) but is prohibited to make any therapeutic claims. Health
maintenance claims must be supported by scientific assessments and in principle, the
assessment of each health maintenance effect must be conducted in accordance with
the assessment methods promulgated by the Department of Health (DOH).

2.2 At present, DOH recognizes seven health maintenance effects, including
the regulation of the immune system. Claims relating to slimming or fat reduction
and the promotion of detoxification do not fall into the seven types of approved health
maintenance claims and are not allowed under the Food Sanitation Control Act (£ i

fir A2 B HER).

Regulation of advertisements

2.3 Health food advertisements should not contain information which is false,
exaggerated and beyond the health maintenance effects approved by DOH, nor are
they allowed carrying any therapeutic claims. Food advertisements should not be
false, exaggerated or misleading, and they are prohibited to make any claims of
therapeutic effects.
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2.4 There is no pre-approval system for the advertisements of both health food
and food. Nevertheless, the mass media companies are obliged to keep the
particulars of their clients, and should neither evade, impede nor refuse the provision
of such information upon requests by the relevant authority. No food product should
be advertised or broadcast as health food unless a health food permit has been
obtained for such a product.

2.5 Since August 2004, DOH has subsidized selected community groups to
implement the "Monitoring of Non-compliant Medical, Pharmaceutical, Cosmetic and
Food Advertisements" campaign (" BE & ~ #Y) ~ {Lifaih K B ERE S E

& | EF &), under which the authority will follow up suspected cases of
non-compliance reported by the community groups.

Product safety

2.6 A health food product must be assessed and proven safe and to have health
maintenance effects before it can be marketed. As at January 2005, DOH approved
a total of 55 health food products, including six health food products which regulate
immune system functions.

Recent developments

2.7 The Executive Yuan initiated the Health Food Control Amendment Bill in
2004 (fi R & i B2 IF B 2K ) which proposes six amendments to the Health
Food Control Act (f& fF & /i & ¥ 1£), and the following two are related to health
claims.

2.8 The notion of "specific nutrient" (f %k ‘& & &) in the definition of
health food has given rise to enforcement difficulties. Hence, it is proposed that the
notion of "specific nutrient" be deleted from the existing legislation and be regarded
as a component with health maintenance effects.

2.9 It is also proposed to define the scope of the application of health
maintenance effects to help the public distinguish health food products from others,
and facilitate the creation/production of labels and advertisements.
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3. Definitions
Medicine
3.1 According to Article 6 of the Pharmaceutical Affairs Act (3% 2 %),

medicine refers to any of the following therapeutic raw materials and preparations':

(a) medicines which are listed in the Chinese Pharmacopoeia, or in the
Pharmacopoeia of other countries, the official National Formularies
or any of their supplements recognized by DOH;

(b) medicines which are not included in the preceding sub-paragraph but
are used in diagnosing, curing, alleviating or preventing human
diseases;

(c) other medicines which are sufficient to affect the body structure and
physiological functions of human beings; or

(d) medicines which are used in preparing such medicines set forth in the
preceding three sub-paragraphs.

Food

3.2 The Food Sanitation Control Act defines food as "goods provided to
people for eating, drinking, or chewing, and the raw materials of such goods”. The
form of food is not only confined to conventional foodstuff such as vegetables, fruit
and meat which are consumed daily, but also includes processed food in tablet,
capsule, powder or oral liquid forms.

Health food

33 The Health Food Control Act defines health food as "food with specific
nutrient or specific health maintenance effects which is especially labelled or
advertised, and does not aim at treating or remedying human diseases”. "Health
maintenance effects" are effects recognized by DOH which promote the health of
citizens or reduce the risk of serious illnesses. They are not therapeutic effects such
as treating or remedying human diseases.

The term "preparations" refers to medicines which are processed and compounded from
therapeutic raw materials into a specific pharmaceutical form and dosage. Preparations are
classified into medicines prescribed by physicians, medicines administered under the direction of
physicians, pharmacists and/or assistant pharmacists, over-the-counter drugs, and preparations of
inherited formulation.
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34 Products claiming health maintenance effects which have yet to be
approved by DOH can only be sold as "food" but not as "health food". Such food
products are regulated by the Food Sanitation Control Act instead of the Health Food
Control Act.

4. Claims for health food

4.1 In Taiwan, health food is allowed to carry health maintenance claims only.
It is prohibited to make any therapeutic claims. Health maintenance claims must be
supported by scientific assessments and in principle, the assessment of each health
maintenance effect must be conducted in accordance with the assessment methods
promulgated by DOH.

Health maintenance claims

4.2 According to the Health Food Control Act, health maintenance claims
have to be recognized by DOH. At present, DOH recognizes seven health
maintenance effects, namely:

(a) regulation of blood lipid;

(b) regulation of gastrointestinal functions;

(c) regulation of the immune system,;

(d) alleviation of osteoporosis;

(e) maintenance of dental health;

(f) regulation of blood sugar level; and

(g) protection of the liver.
4.3 Only food products with the above approved health maintenance effects
are subject to the Health Food Control Act. In addition, health maintenance claims
made by such health food products have to be expressed in ways approved by DOH.
For example, one of the approved claims is: "help maintain the normal function of the
human immune system". If such a claim is extended to having the effect of

suppressing tumours or fighting against cancer, it has gone beyond the approved
scope.
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4.4 Food products claiming to have health maintenance effects other than
those seven effects listed above (including slimming or fat reduction and the
promotion of detoxification) are regulated by the Food Sanitation Control Act. The
labelling and advertisements of such food products cannot contain any therapeutic
claims. DOH has also compiled for public information a list of food advertisements
and labels containing false or exaggerated presentations or therapeutic claims. It is
stated clearly in the list that food advertisements or labels cannot make claims relating
to physiological functions (e.g. detoxification) or modification of body outlook (e.g.
fat reduction and improving body figure). Appendix I gives some sample phrases of
the list.

5. Labelling and advertisement

Contents of the labelling

5.1 The following information shall be conspicuously displayed on the
containers, packaging or specification of health food in Chinese and in commonly
used symbols? :

(a) product name;

(b) name, weight or volume of the contents; separate labelling is required
if the health food product is a mixture of two or more ingredients;

(c) name of food additives’;

(d) expiry date, method and conditions of preservation;

(¢) name and address of the manufacturer; importer has to supply the
name and address of the responsible local business operator;

(f) the approved health maintenance effects;

(g) permit number, the legend of "health food" and standard logo;

2 Article 13 of the Health Food Control Act.

According to Article 3 of the Food Sanitation Control Act, food additives refer to materials that are
added to or brought into contact with foods in the course of manufacturing, processing, preparation,
packaging, transportation and storage of goods for the purpose of colouring, seasoning, preserving,
bleaching, emulsifying, flavouring, stabilizing quality, enhancing fermentation, increasing
viscosity, enriching nutritional value, preventing oxidation or otherwise.
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(h) dosage and important message for consumption of health food and
other relevant warnings’;

(1) nutrient and its content; and

(j) other material facts designated by DOH by way of public notice.

Scope of regulation

5.2 It is stipulated under Article 6 of the Health Food Control Act that any
food which does not meet the requirements of the Health Food Control Act cannot be
labelled or advertised as health food or claim to have health maintenance effects.
Any food labelled or advertised as food with specific health maintenance effects is
also regulated by the Health Food Control Act.

53 Article 14 of the Health Food Control Act provides that the labelling and
advertisements of health food should not contain information which is false,
exaggerated and beyond the content approved by DOH. Claims of therapeutic
effects are not allowed. Examples of cases in contravention of Article 14 of the
Health Food Control Act, including non-compliance cases of health food in relation to
the regulation of the immune system function, are listed at Appendix II.

54 Claims relating to slimming or fat reduction as well as promotion of
detoxification are prohibited under the Food Sanitation Control Act. This Act
stipulates that the food labelling or advertisements should not be false, exaggerated or
misleading. Claims of therapeutic effects are not allowed. Examples of cases
where food products for slimming or fat reduction as well as promotion of
detoxification contravening the relevant requirements under the Food Sanitation
Control Act are listed at Appendix II1.

Pre-approval for and monitoring of advertisements

5.5 There is no pre-approval system for health food and food advertisements.
Nevertheless, the mass media companies are obliged to keep the particulars of their
clients, and should not evade, impede or refuse the provision of such information
upon requests by the relevant authority. No food product should be advertised or
broadcast as health food if it has not been granted a health food permit.

Examples of such warnings:

(a) "Not to be taken by persons with severe, infectious or liver diseases or those undergone
surgical operations";

(b) "Medical advice on the applicability of this product for the regulation of cholesterol should be
sought beforehand"; and

(c) "This product shall not be taken as a substitute for any pharmaceutical product".

Research and Library Services Division page 6



Legislative Council Secretariat IN23/04-05

5.6 DOH initiated "The Community-wide Monitoring of Non-compliant
Medical, Pharmaceutical, Cosmetic and Food Advertisements Campaign" (£ & B
PERE AR - BEY) - ALKE &L KB &L E M E & FF #l) in 2001, Volunteers
participating in this campaign would report to the authority any suspected cases of
non-compliant advertisements they noticed after attending the "Seminar on
Monitoring of Non-compliant Advertisements" GE IR E &S B L 2 9). The
authority would then follow up such cases.

5.7 DOH replaced the campaign mentioned in paragraph 5.6 with the
"Monitoring of Non-compliant Medical, Pharmaceutical, Cosmetic and Food
Advertisements" campaign in August 2004, and subsidized selected community
groups to take charge of the monitoring work for a period of three years. The
selected community groups would perform their tasks according to the requirements
drawn up by DOH and report to DOH on suspected cases of non-compliant
advertisements for the relevant authority to take follow-up actions.

6. Assessment of product safety and health maintenance effects

6.1 A health food product must be assessed and proven safe and to have health
maintenance effects before it can be marketed. As at January 2005, DOH approved
a total of 55 health food products, including six health food products which regulate
immune system functions.

Product safety assessment

6.2 Tests on product safety have to be conducted in accordance with the
"Methods of Safety Assessments of Heath Food" (f& ffF & ' % & 3¢ {5 1)
promulgated by DOH. There are four categories of safety assessments and six types
of toxicity tests, all aiming at assessing and measuring the safety of long term
consumption and the manufacturing and processing of health food products. Factors
taken into consideration include the intended purpose of the health food product, its
method of consumption, the method and procedure of food manufacturing and
processing, the form of the final product and the amount to be consumed.’

Assessment of health maintenance effects

6.3 As regards the health maintenance effects of a product, they must conform
to the seven health maintenance effects approved by DOH. Tests of the relevant
health maintenance effects have to be conducted in accordance with the following
principles:

> Clause 10, Methods of Applying for a Health Food Permit (g 5 & &4 HH 35 2F 1] ¥t 12).
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(a)

(b)

(©)

the health maintenance effects must be substantiated by scientific
studies or proven by academic principles to be harmless and carrying
definite and stable health maintenance effects®;

the reasonable intake of the product must be supported by scientific
evidence; and

the assessment of the health maintenance effects must be conducted
in accordance with the "Methods of Assessing the Health
Maintenance Effects of Health Food" (& & 5 & & oh %% 5F {4
#7 1#) promulgated by DOH. For studies that are not conducted in
accordance with the promulgated methods, scientific evidence on the
study method has to be submitted for assessment of the
appropriateness of the method.”

Law enforcement

7.1 As at 31 January 2005, a total of 55 health food products were approved
by DOH under the Health Food Control Act.® The following table is a breakdown of
those 55 health food products by health maintenance effects:

Table 1 — Breakdown of Health Food Products Approved by the Department of

Health
Health Maintenance Effect ﬂ:émbhe;:géa‘gfggng
Regulation of blood lipid 18
Regulation of gastrointestinal functions 23
Regulation of the immune system 6
Alleviation of osteoporosis 1
Maintenance of dental health 1
Regulation of blood sugar level 1
Protection of the liver 5
Total 55

Source: List of Health Food Permits issued by the Department of Health.

effective period of a health food product.
Clause 11, Methods of Applying for a Health Food Permit.

The degree of stability of the health maintenance effects forms the basis for evaluating the

Please refer to the List of Health Food Permits issued by the Department of Health (] 4 & 1% %%

i B & 0 5T 0] 35 — & 3% ) for detailed information of those 55 health food products.
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7.2 According to the information provided by DOH, DOH referred 273 cases
that contravened the Health Food Control Act to the courts in 2004.

7.3 DOH also publicizes non-compliance cases detected and handled by
county/city health authorities each month. Between August and November 2004,
there were 146 (August), 210 (September), 215 (October) and 118 (November) cases
respectively in relation to violation of the provisions on advertisement and labelling.
Among those cases, the highest fine imposed on a non-compliant case of
advertisement or labelling was NT$150,000 (HK$36,777).

8. Recent legislative development

8.1 In Taiwan, the Health Food Control Act was passed on 3 February 1999
and came into effect on 3 August of the same year. Three amendments to the Health
Food Control Act have been introduced since it was implemented. They were
introduced respectively for correcting a misprint, compatibility with the revamping of
the government's organizational structure and revising the terms used to bring them in
line with the provisions under the Administrative Procedure Act (T EX & Fz i£).

8.2 DOH summed up its experience in implementing and enforcing the Act
and proposed the fourth amendment to it. The Executive Yuan submitted the Health
Food Control Amendment Bill to the Legislative Yuan for deliberation in 2004. At
the moment, the Legislative Yuan has not yet started on deliberating this amendment
bill, which proposes to:

(a) amend the definition of health food and restructure the regulation
regime;

(b) revise the inspection, registration and re-examination system;

(c) regulate strictly the safety and sanitation control of health food
products;

(d) specify that matters not addressed under the Health Food Control Act
should be governed by the Food Sanitation Control Act;

(e) step up the inspection and sanction of health food products; and

(f) revise the penal provisions.
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8.3 Since the Health Food Control Act was implemented, the notion of
"specific nutrient" in the definition of health food has given rise to different
understandings of it due to the lack of a scientifically or internationally recognized
definition for this notion’. To reduce the difficulties in law enforcement, it is
proposed in the Health Food Control Amendment Bill that the notion of "specific
nutrient" be deleted from the existing legislation, and be regarded as a component
with health maintenance effects and be regulated in the context of health maintenance
effect.

8.4 At present, it is difficult to differentiate between the claims for health
maintenance effects made by health food products and those by conventional food
products due to the ways of making product specification and the wording used. To
help the public distinguish health food products from others, it is proposed under the
Health Food Control Amendment Bill that DOH determine the scope of health
maintenance effects and promulgate it to the public. Labelling and advertisements
relating to health maintenance effects of health food products should also comply with
the content inspected by and registered with DOH and may not go beyond the
approved scope.

Prepared by Simon LI
18 February 2005
Tel: 2869 9343

Information notes are compiled for Members and Committees of the Legislative Council. They are not legal
or other professional advice and shall not be relied on as such. Information notes are subject to copyright
owned by the Legislative Council Commission (the Commission). The Commission permits accurate
reproduction of the information notes for non-commercial use in a manner not adversely affecting the
Legislative Council, provided that acknowledgements is made stating the Research and Library Services
Division of the Legislative Council Secretariat as the source and one copy of the reproduction is sent to the
Legislative Council Library.

’  The General Summary of the Health Food Control Amendment Bill ({f B £ &4 4 B 1 & IF &1
K HEBEA).
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