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Abstract: The current Japanese system for regulation of “health foods” calls
them “Foods with Health Claims” and divides them into two categories. One is
“Foods with Nutrient Function Claims.” The label can be freely used if a product
satisfies the standard for the minimum and maximum daily levels of consumption.
Twelve vitamins and five minerals are presently standardized. The other is “Foods
for Specified Health Uses.” They contain dietary ingredients that have beneficial
effects on physiological functions of the human body to maintain and promote
health and to improve health-related conditions. Health claims for these foods
correspond to the enhanced or “other” function claims of Codex Alimentarius or
structure/function claims of the United States. However, disease risk reduction
claims are not allowed. After the Food Safety Commission examines the safety of
the product and the Pharmaceutical Affairs and Food Sanitation Council evaluates
the effectiveness, the Ministry of Health, Labor and Welfare gives official approval,
allowing the manufacturer to carry the structure/function claims and mark on the
product. In order to maintain and improve people’s health and to prevent chronic
non-communicable diseases, a well-balanced diet is much more important than
“health foods,” including “Foods with Health Claims.”
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REGULATION OF HEALTH FOODS IN JAPAN

Introduction

The purpose of the present paper is to
describe the current regulatory system for
“health foods” in Japan. In 2004, however, the
system may be amended based on the report of
the Advisory Committee of the New System
for Regulation of “Health Foods” (Chairman:
H.T.), the Japanese Ministry of Health, Labor
and Welfare (called the Ministry of Health and
Welfare until 2001). Some points that were
being debated by the Committee will also be
mentioned in this paper.

The term “health food” is often used in
Japan, although a clear definition of “health
food” has not been established.1) According
to the US Dietary Supplement Health and
Education Act (DSHEA) of 1994,2) dietary
supplements can be extracts or concentrates,
and may be found in many forms such as
tablets, capsules, softgels, gelcaps, liquids, or
powders. On the other hand, Japanese “health
foods” can not only be produced in forms that
resemble drugs, but may also take the form of
conventional or processed foods such as ‘tofu’
(bean curd), noodles, Hamburg steak, sau-
sages, crackers, yogurt, beverages and confec-
tionery. The difference in forms is the main
reason why the term “health food” is used
instead of dietary supplement in Japan. There is
no major difference in the dietary ingredients
of the two. As defined in the DSHEA,2) a
“health food” is a product taken orally that
contains a dietary ingredient intended to
supplement the diet. The dietary ingredients in
these products may include: vitamins, minerals,
amino acids or proteins, fatty acids or oil, herbs
or other botanicals, and substances such as
enzymes, organ tissues, glandulars, and metabo-
lites. “Health food” is a generic term for food
products, whether foods, drinks or dietary
supplements, that carry nutrient function and
health claims or that are designed to be more
effective than common foods in helping people
maintain and promote their health, or at least
are expected to have such an effect.1) But

“health foods” do not include organically pro-
duced foods.

A Tentative Classification of
“Health Foods”

Primitive humans, who evolved approxi-
mately 1 million to 200,000 years ago, gathered
wild plants, animals, and minerals that they
knew to be edible through experience.1,3) Then
our ancestors deliberately cultivated and
domesticated particular species of plants and
animals. Processed foods were also introduced
in order to preserve food quality, achieve more
complete use, and provide a stable supply of
foodstuffs. Recently, recombinant gene tech-
nology has allowed the creation of new species,
giving rise to plants rich in �-carotene and
other special nutrients (enriched products),
and even cloned cows. We prepare these con-
ventional foods for eating by boiling, broiling,
frying, and seasoning them. We usually eat
cooked foods.

A conventional food contains more than one
nutrient. “Health foods” that are rich in a spe-
cific nutrient are identified, and then many
nutrient-products are made by extraction, fer-
mentation, enzyme activation and synthesis. If
they are found to have physiologically active
functions other than nutrient functions, e.g.,
antioxidation or immune system enhancement,
they are recognized as a group of “health
foods” (1 in Table 1) and authorized as “Foods
with Nutrient Function Claims” in Japan.4)

A conventional plant food generally has
two components: nutrients and non-nutrients.
Among non-nutritive components are chloro-
phyll, isoprenoids or terpenoids, tannins, ste-
roids, flavonoids, carotenoids, organosulfur
compounds, organic acids and others that can
have physiological effects beyond the tradi-
tional nutritional effects: immunity enhance-
ment, antioxidation, anticoagulation and others,
or the reduction of the risk of a disease. These
fall under the second group of “health foods”
called biogenics, a kind of functional food [2-2)
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in Table 1].
Prebiotics and probiotics are the third group

of “health foods,” some of which are legally
approved as “Foods for Specified Health Uses”
or “foods with structure/function claims2)

or enhanced or ‘other’ function claims5)” in
Japan.6–8) A prebiotic is defined as a non-
digestible food ingredient that beneficially
affects the host by selectively stimulating
the growth and/or activity of one or a limited
number of bacteria in the colon [2-1) in Table
1], and a probiotic is defined as a live microbial
food ingredient that is beneficial to health (5 in
Table 1).

Drugs and foods share the same origin. The
Chinese concept that medicine and food are
essentially the same may be partly based on
this fact.1,3) While humans were hunting wild

animals and gathering plants and minerals for
food, they discovered roots, leaves, and barks
of plants (medicinal herbs), organs and tissues
(including stones) of animals, and some
minerals that were effective against diarrhea,
pain, bleeding, etc. Our ancestors collected and
stored such useful natural products. Also, infor-
mation about useful natural products was
passed from generation to generation in differ-
ent areas and by different ethnic groups. It was
in China that herbal medicines or Chinese
medicines were developed, and some books on
them were written between the first and third
centuries.1,9) They have been widely used as
crude drugs in Japan as well as in China since
that time. With the technological progress of
science in the 20th century, it was found that
some of them had specific components with

Table 1 Biologically Active Ingredients in “Health Foods” Used Mainly in Japan

1. Nutrient
1) Nutrient function Vitamin. Mineral. Protein.

2) Other function Vitamin C, E (Antioxidation). Rice, wheat, barley and adlay germ. Branched chain amino acid.
Lacto-tripeptide, sardine-peptide and oligo-peptide from dried bonito (Inhibitor of angiotensin converting enzyme).
EPA, DHA, �-, �-linoleic acid, oleic acid, diacylglycerol, and medium chain fatty acid. Coenzyme Q10

2. Non-Nutrient
1) Prebiotics Dietary fiber (Indigestible dextrin, blond psyllium husk, algin, etc.).

Polysaccharide (Chitosan, glucosamine, chondroitin, etc.).
Oligosaccharide (Lacto-sucrose, fructo-oligosaccharide, galacto-oligosaccharide, lactulose, etc.).
Sugar alcohol (Xylitol, maltitol, lactitol, sorbitol, mannitol, etc.).

2) Biogenics Isoprenoid (Glycyrrhizin, triterpenoid saponins in Panax ginseng, gymnema, etc.).
(Phytochemicals) Tannin (Catechin in green tea, etc.). Steroid (Sitosterol, etc.).

Flavonoid (Flavonoid glycoside in ginkgo leaf, daidzin, genistein, etc. in soy, anthocyanin in blueberry, etc.).
Carotenoid (�-, �-carotene in palm kernel oil, etc.).
Organosulfur compound (Alliin, allicine, etc. in allium vegetables, etc.).
Organic acid (Hydroxycitric acid in garcinia, etc.).
Chlorophyll (Chlorophyll in chlorrella and spirulina, etc.).

3. Specific ingredient Anthraquinones in Aloe arborescens natalenis and Aloe vera.
(Crude drug origin) Curcumin in turmeric. Hypericin in St. John’s wort. Betaine, zeaxanthin, beta-sitosterol, etc. in dried berries and

root bark of lycium. Gutta-percha, eucommial, etc. in bark of Eucommia ulmoides, etc.

4. Multiple ingredients
1) Plant origin Agaricus blazei, Ganoderma lucidum, Phellinus linteus, Zizania latifalia, kale, saw palmetto, prune, raspberry,

fucoidan, etc.

2) Animal origin Royal jerry, propolis, etc.

3) Mineral origin Bittern, etc.

5. Probiotics and Lactobacillus, bifidobacterium, etc.
microorganisms Beer yeast, Bacillus subtilis natto, etc.

Jar vinegar, husked rice vinegar, etc.

H. TANAKA et al.
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medicinal effects, which were neither nutritive
nor non-nutritive. The specific components and
their derivatives were isolated and purified,
and became ethical drugs: morphine was
obtained from opium, quinine from cinchona,
salicin (its derivative is acetyl salicylic acid)
from the bark of certain poplars and willows,
steroids from animal adrenal cortex, prostag-
landins from semen, etc.9)  In 1971, the Director
of the Pharmaceutical Bureau, the Ministry of
Health and Welfare, issued the notification,
“Instruction and Regulation for Disapproval
Drugs,” in which approximately 170 ingredi-
ents that originated from plants and animals
were defined as foods, because they were
mildly effective and probably safe.10) Hence, as
long as indications and actions are not claimed,
they are not regarded as drugs. They are the
fourth group of “health foods” (3 in Table 1).

The fifth group is complicated (4 in Table 1).
There are some food products that originate in
natural resources, plants or animals, and carry
health benefits. But the effective ingredient is
not identified. Although all of the dietary ingre-
dients in a food product are identified, we do
not know which ingredient is effective. If many
nutritive, non-nutritive and specific compo-
nents coexist in a food, their interaction may
contribute to promoting health or reducing the
risk of disease.4) Some of them have been sold
in the market for more than 10 years and have
been presumed safe: agaricus, chlorella, propo-
lis, royal jelly, etc. And it is difficult to distin-
guish them from the second, third and fourth
groups of “health foods.”

Changes in Japanese Regulations on
“Health Foods”

The concept of functional foods first evolved
in Japan in the mid-1980s.11,12) Japanese food
scientists who were members of research teams
on functional foods sponsored by the Ministry
of Education, Science and Culture, proposed
that, while the primary role of food was to
provide adequate nutrients to meet metabolic

requirements and the secondary role was to
provide gustatory and olfactory satisfaction,
there existed the tertiary function of promoting
a state of well-being and better health and reduc-
ing the risk of disease. The scientists defined
functional foods as those that emphasized the
tertiary element or those that were designed to
provide beneficial health effects: enhancement
of gastrointestinal functions, immunomodu-
lation, antioxidation, antimutation, antitumor
action, hematopoiesis, antithrombogenesis,
reduction of blood pressure, blood lipids and
blood sugar, neuroregulation, etc. Functional
foods can fall into the second, third or fifth
group of “health foods” mentioned in the pre-
vious section.

The idea of functional foods attracted the
great interest of companies in the health food
industry, which were looking for products with
high added value.12) Companies in the industry
saw a bright future for functional foods and
began research and development activities. As
the health food market expanded, the former
Environment Health Bureau, the Ministry of
Health and Welfare, set up the Office of Health
Policy on Newly Developed Foods in 1988 and
the Advisory Committee on “Functional Foods”
in order to build up the regulatory system for
“health foods.”

A system for “Foods for Special Dietary
Uses” had already been enforced under the
Nutrition Improvement Act (Health Promo-
tion Act at present). They included food that
claimed to be suitable for special dietary uses,
e.g., formulated and dried milk for infants,
dried milk for pregnant women and lactating
mothers, foods for the elderly with masticating
or swallowing disorders, and medical foods
for the sick. Because the permission of the
Ministry of Health was required to market
the foods, the Office of Health Policy on Newly
Developed Foods decided in 1991 that some of
the “health foods” would be categorized as
“Foods for Special Dietary Uses” and named
“Foods for Specified Health Uses” according
to the report of the Advisory Committee of

REGULATION OF HEALTH FOODS IN JAPAN
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Functional Foods.10,13) However, only “health
foods” produced in conventional form were
included in this category.

Due to the deregulation and opening of the
market for foreign products, the Ministry of
Health, Labor and Welfare started to revise the
guidelines on foods and drug classifications,
and to organize an advisory committee for
dietary supplements.13) In March 1995, the
following deregulation plan was adopted at a
Cabinet meeting: 1) Some vitamins and miner-
als should be marketed as foods even if they
are in the form of tablets or capsules; 2) Some
herbs should be recategorized from drugs to
foods.

In October 1995, the American Chamber of
Commerce in Japan submitted a proposal to
market dietary supplements as foods in Japan.
In the following year, in March 1996, the Office
of Trade and Investment Ombudsman (OTO)
decided to open up the market for dietary
supplements based on the following: 1) A new
category should be set up for dietary supple-
ments; 2) The restrictions on the formulation of
dietary supplements should be abolished or
largely deregulated; 3) The restrictions on the
structure/function claims of dietary supple-
ments should be deregulated.1,12)

Based on the background described above,
the Pharmaceutical and Food Safety Bureau,
the Health Ministry, issued notifications and
approved the following ingredients as foods,
even if they are supplied as tablets and cap-
sules: 13 vitamins in 1997, 8 herbs in 1998, 8

Fig. 1 Current system for regulation of “health foods” in Japan

Drugs,
including quasidrugs

Foods for
Specified Health Uses
(Individual approval system)

Foods with Health Claims

Foods with
Nutrient Function Claims
(Standard regulation system)

Nutrient and ingredient contents

Structure/function health claim

Attention and warning

Nutrient contents

Nutrient function claim

Attention and warning

Conventional foods,
including “so-called
health foods”

minerals in 1999 and 5 minerals in 2000.10) In
April 2001, a new regulatory system for “health
foods,” the System of Foods with Health
Claims, was enforced in accordance with the
reports of two advisory committees on Regula-
tions of Dietary Supplements and Revision of
Classification of Drugs and Foods.

System of “Food with Health Claims”

“Foods with Health Claims” are health foods
that conform to the safety and efficacy stan-
dards set by the Ministry of Health. They con-
sist of two categories: “Foods with Nutrient
Function Claims” and “Foods for Specified
Health Uses” (Article 5, Enforcement Regula-
tions, Ministerial Ordinance, of Food Sanita-
tion Act, 2001. Fig. 1).

1. “Foods with Nutrient Function Claims”
The Advisory Committee on Regulations of

Dietary Supplements (Chairman: H.T.), not
only studied nutrients, i.e., vitamins, minerals,
amino acids, and fatty acids, but also some
herbs or crude drugs, and dietary fibers as can-
didates ingredients for regulation as dietary
supplements.10,13) Among them, however, the
Health Ministry chose only the nutrients and
classified them as a new category, i.e., “Foods
with Nutrient Function Claims.”

“Foods with Nutrient Function Claims” are
intended to supplement or complement the
daily diet, in cases where the dietary intake is
insufficient due to increased age and unhealthy

H. TANAKA et al.
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dietary practices or where consumers feel
that their diet requires supplementing. At the
present time, the definition is the same as that
of vitamin and mineral food supplements in
the report of the 25th Session of the Codex
Committee on Nutrition and Foods for Special
Dietary Uses, November 2003,5) although
“Foods with Nutrient Function Claims” can
be marketed not only in tablet and capsule
form, but also as conventional food, excluding
perishable foods.

Twelve vitamins (vitamin A, E, D, B1, B2,
B6 and B12, folid acid, niacin, pantothenic
acid, biotin, and vitamin C) and two minerals
(calcium and iron) were standardized as
“Foods with Nutrient Function Claims” in
2001, because the daily requirements for these
vitamins and minerals were defined in the sixth
revision of the “Recommend Dietary Allow-
ance (RDA) for the Japanese”14) and the maxi-
mum quantities were determined as “over-the-
counter” drugs and quasidrugs. In addition,
zinc, magnesium and copper were standardized
in 2004. The standardization of fatty acids and
amino acids is under consideration.

The minimum level of each vitamin or
mineral contained in the daily consumption

level of “Foods with Nutrient Function Claims”
as suggested by the manufacturer should be
one-third of the RDA for the Japanese. The
maximum level is the same as the maximum
amount of nutrient items in “over-the-counter”
drugs and quasidrugs.

The eight information statements that are
mandatory for “Foods with Nutrient Function
Claims” are listed in Table 2.10,13)

The nutrient content should be stated in
accordance with conventional nutrition label-
ing standards (Notification on Nutrition Label-
ing Standards, 2001).10,13) With respect to nutrient
function claims, only the statements given in
Table 3 are permitted.10,13)

“Foods with Nutrient Function Claims” do
not need to be approved by the Ministry of
Health before they are marketed. The manu-
facturers do not need to register their products
with the Ministry of Health before producing
or selling them.

2. “Foods for Specified Health Uses”
“Foods for Specified Health Uses” are those

that contain dietary ingredients that have
beneficial effects on the physiological functions
of the human body to maintain and promote

Table 2 Mandatory Statements on the Label of “Foods with Health Claims” in Japan

“Foods with Nutrient Function Claims”

1. “Food with Health Claim (Food with Nutrient Function
Claim)”

2. Nutrient content
Energy, protein, lipid, carbohydrate, sodium, and
the mineral or vitamin claimed for function

3. Nutrient function claim

4. Dosage and administration
5. Method of consumption
6. Percentage of the daily portion of consumption to

the recommended dietary allowance

7. Attention and warning
8. “Unlike food with specified health uses, this product has

not undergone individual evaluation by the Ministry of
Health, Labor and Welfare.”

“Foods for Specified Health Uses”

1. “Food with Health Claim (Food for Specified Health Use)”

2. Nutrient content
Energy, protein, lipid, carbohydrate, sodium, and
the ingredient claimed for function

3. Structure/function health claim or enhanced health claim
approved

4. Dosage and administration
5. Method of consumption
6. Percentage of the daily portion of consumption to

the recommended dietary allowance, if RDA is available
for the ingredient

7. Attention and warning

REGULATION OF HEALTH FOODS IN JAPAN
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Table 3 Nutrient Function Claims, and Attention and Warnings for “Foods with Nutrient Function Claims” in Japan

Nutrient Approved Statements for Nutrient Function Claims Attention and Warnings

Vitamin A Vitamin A is a nutrient that helps in the maintenance of Taking large amounts of this product will not cure
nocturnal visual acuity. disease or promote health. The indicated daily intake
Vitamin A is a nutrient that helps to keep skin and mucosa should be followed. Women who are in the first
healthy. trimester of pregnancy or desire to become pregnant

should not take this product excessively.

Vitamin D Vitamin D is a nutrient that increases the absorption of Taking large amounts of this product will not cure
calcium in the intestine and helps the formation of bone. disease or promote health. The indicated daily intake

should be followed.

Vitamin E Vitamin E is a nutrient that helps to protect lipids in ditto
the body from oxidation by antioxidative activity and
to keep cells healthy.

Vitamin B1 Vitamin B1 is a nutrient that helps to produce energy ditto
from carbohydrates and to keep skin and mucosa healthy.

Vitamin B2 Vitamin B2 is a nutrient that helps to keep skin and mucosa ditto
healthy.

Niacin Niacin is a nutrient that helps to keep skin and mucosa ditto
healthy.

Vitamin B6 Vitamin B6 is a nutrient that helps to produce energy from ditto
protein and to keep skin and mucosa healthy.

Folic acid Folic acid is a nutrient that helps red blood cell formation. ditto
Folic acid is a nutrient that contributes to the normal Although this product is a nutrient that contributes
growth of the fetus. to the normal growth of the fetus, better development

of the fetus will not ensue from taking large amounts.

Vitamin B12 Vitamin B12 is a nutrient that helps red blood cell Taking large amounts of this product will not cure
formation. disease or promote health. The indicated daily intake

should be followed.

Biotin Biotin is a nutrient that helps to keep skin and mucosa ditto
healthy.

Pantothenic acid Pantothenic acid is a nutrient that helps to keep skin and ditto
mucosa healthy.

Vitamin C Vitamin C is a nutrient that not only helps to keep skin ditto
and mucosa healthy but also has an antioxidative activity.

Calcium Calcium is a nutrient necessary for the formation of bones ditto
and teeth.

Iron Iron is a nutrient necessary for the formation of red blood ditto
cells.

Zinc Zinc is a nutrient necessary to keep the sense of taste Taking large amounts of this product will not cure
normal. disease or promote health. Because excess intake of
Zinc is a nutrient that helps to keep skin and mucosa healthy. zinc can inhibit the absorption of copper, excess
Zinc is a nutrient useful for maintaining health by taking intake should be avoided. The indicated daily intake
part in the metabolism of protein and nucleic acid. should be followed. Infants and children should not

take this product.

Copper Copper is a nutrient that helps red blood cell formation. Taking large amounts of this product will not cure
Copper is a nutrient that helps the normal activity of many disease or promote health. The indicated daily intake
enzymes in the body and bone formation. should be followed. Infants and children should not

take this product.

Magnesium Magnesium is a nutrient necessary for the formation of Taking large amounts of this product will not cure
bones and teeth. Magnesium is a nutrient that helps disease or promote health. Loose stool or diarrhea
the normal activity of many enzymes in the body and can occur by taking large amounts. The indicated
energy production, and it is necessary to keep the blood daily intake should be followed. Infants and children
circulation normal. should not take this product.

Beta-carotene, a precursor of vitamin A, is allowed to state the same nutrient function claims as vitamin A. In this case, the following
statement is not required: “Women who are in the first trimester of pregnancy or desire to become pregnant should not take this product
excessively.”

H. TANAKA et al.
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health and to improve specific health-related
conditions (Article 12, Enforcement Regula-
tions, Ministerial Ordinance, of Health Pro-
motion Act, 2003. Article 5, Enforcement
Regulations of Food Sanitation Act, 2001.10,13)).
In 1991, when the regulatory system for “Foods
for Specified Health Uses” started, they were
in conventional food form or processed foods.
In 2001, however, the regulatory range was
broadened to include capsules, tablets, etc.

The seven information statements that are
mandatory for “Foods for Specified Health
Uses” are shown in Table 2. Health claims
correspond to the Enhanced (or other) Func-
tion Claims of the Codex Alimentarius5) or
Structure/Function Claims of the US.2) The
statements must be based on current relevant
scientific substantiation, but they cannot state
that a “food for specified health use” can be
used to diagnose, prevent, treat, or cure a spe-
cific disease. The Council of Pharmaceutical
Affairs and Food Sanitation indicated the
appropriate health claims as follows.10)

1) Because Food X contains substance A,
Food X may maintain or improve a physi-
ological condition marker that can be easily
measured. The marker must be one that
people can evaluate by themselves or that is
measured in a screening test.
Statements that are allowed are:
“Food X helps maintain blood pressure

(blood sugar, triglycerides or cholesterol)
at normal levels.”

“Food X accelerates the breakdown of body
fat.”

A statement that is prohibited is:
“Food X improves hypertension.”

2) Food X may maintain or improve physi-
ological and tissue functions of the human
body.
Statements that are allowed are:
“Food X improves bowel movements.”
“Food X increases the absorption of calcium.”
Statements that are prohibited are:
“Food X is effective for detoxification.”
“Food X is effective for activation of lipid

metabolism.”
3) Food X may improve subjective and tempo-

rary physical disorders, but not those that
are persistent or chronic.
Statements that are allowed are:
“Food X is good or useful for persons who

feel physical fatigue.”
A statement that is prohibited is:
“Food X helps prevent aging.”

Claims of reduced disease risk are not
allowed for “Foods for Specified Health Uses”
in Japan. Since claims of reduced disease risk as
defined by the Codex Alimentarius5) are diffi-
cult to distinguish from medical claims, further
consideration is necessary to approve the
claims for “Foods for Specified Health Uses.”
From the viewpoint of preventive medicine,
“reduced cancer risk through dietary improve-
ment” and “control of hypertension, hyper-
lipidemia, abnormal glucose tolerance etc.
through lifestyle modifications” are the pri-
mary prevention of chronic non-communicable
diseases.1) In Japan as in other countries, the
Pharmaceutical Affairs Act prohibits the use of
terms such as disease, prevention, treatment,
cure, and diagnosis for food products. As men-
tioned above, the statement, “Food X improves
hypertension,” is a claim of reduced disease
risk using the disease name, “hypertension.”
Therefore, this statement is not permitted in
Japan. Statements such as “food X is good for
persons whose blood pressure tends to be a
little high” and “food X is good for persons
who are concerned about their blood pres-
sure,” are acceptable.1,10) Some members of
the Advisory Committee on Regulations of
Dietary Supplements said that such claims on
“Foods for Specified Health Uses” were the
same as disease risk reduction claims.1)

Application for “Foods for Specified
Health Uses”

In order to market a product as a “Food for
Specified Health Use,” the manufacturer is
required to submit two documents to the Office

REGULATION OF HEALTH FOODS IN JAPAN
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of Health Policy on Newly Developed Foods,
the Ministry of Health, Labor, and Welfare
(� and � in Fig. 2): “Application for Labeling
Approval” under the Health Promotion Act,
and “Application for Judgment on the Safety
and Effectiveness of the Food” under the
Regulatory Standards for Foods, Food Addi-
tives, etc. (Ministerial Ordinance).10,13) First, the
Novel Food Expert Committee, Food Safety
Commission, the Cabinet Office, examines
product safety (� and � in Fig. 2).

Secondly, the Newly Developed Food Expert
Subcommittee, the Newly Developed Food
Expert Committee, the Food Sanitation Sub-
council, and the Pharmaceutical Affairs and
Food Sanitation Council, in this order, evaluate
product effectiveness (� and � in Fig. 2). The
Newly Developed Food Expert Subcommittee
strictly and impartially decides whether the

product should be accepted as a “Food for
Specified Health Use.” In addition, the National
Institute of Health and Nutrition or another
laboratory authorized by the Health Ministry
determines the contents of the effective ingre-
dient in the candidate food (�’, �’ and �’

Applicant (Manufacturer)

Office of Health Policy on Newly Developed Foods
Ministry of Health, Labor and Welfare

National Institute of Health and Nutrition, and
Others
(Analysis of ingredients)

Novel Food Expert Committee
Food Safety Commission
(Examination of safety)

Newly Developed Food Expert Subcommittee
Newly Developed Food Expert Committee
Food Sanitation Subcouncil
Pharmaceutical Affairs and Food Sanitation Council
(Evaluation of effectiveness)

� �’ �’�
�

� � � �

�’

� Two documents, “Application for Labeling Approval” and “Application for Judgment on the Safety and Effectiveness of the
Food”, are sent to the Office of Health Policy on Newly Developed Foods through Public Health Center and Prefecture
or Major City Designated by Government Ordinance or Tokyo Metropolitan Ward.

� The Office checks the two documents before receiving them officially.
� The Office asks the Novel Food Expert Committee to examine the safety.
� The Committee notifies the safety confirmation to the Office.
� The Office consults the Newly Developed Food Expert Subcommittee and three others to evaluate the effectiveness and

safety of the candidate product. The subcommittee or the Office conducts hearing from the manufacturer, if necessary.
� The Pharmaceutical Affairs and Food Sanitation Council submits the report to the Office.
� The Ministry of Health, Labor and Welfare approves the product as a “Food for Specific Health Use”, after confirming the

analytical findings of the physiologically active ingredient and nutrients which are measured by the National Institute of
Health and Nutrition or another laboratory.

Fig. 2 Flow from application to approval for “Food for Specified Health Use”

Fig. 3 Mark of “Food for Specified Health Use”

H. TANAKA et al.
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Table 4 Foods for Specified Health Use, Japan (March 2004)

Approved Use Biologically Active Component Product % Effectiveness15) Safety15)

for • • • • No.

Bowel movement Dietary fiber 74 17.5
Indigestible dextrin 37 (1) (1)
Blond psyllium husk 19 effective likely safe
Others 18

Oligosaccharide 62 14.6
Lactosucrose 28 (2) (2)
Others 34

Probiotics 62 14.6
Lactobacillus 44 likely effective likely safe
Bifidobacterium 15 possibly effective possibly safe
Others 3

Subtotal 198 46.7%

Serum Dietary fiber 36 8.5
cholesterol Low molecular sodium alginate 16 Algin: possibly effective Algin: likely safe

Blond psyllium husk 12 likely effective likely safe
Others 8

Soy Protein 18 4.2 likely effective likely safe
Phytosterol 4 0.9 Beta-sitosterol: likely effective Beta-sitosterol: likely safe
Phytostanol 1 0.2 Sitostanol: likely effective Sitostanol: likely safe
Others 2 0.5

Subtotal 61 14.1%

Serum triglyceride, Diacylglycerol 10 2.4 — —
Body fat Others 7 1.7

Subtotal 17 4.0%

Blood glucose Dietary fiber 44 10.4
Indigestible dextrin 43 (3) (3)
Others 1

Others 9 2.1

Subtotal 53 12.5%

Blood pressure Sardine peptide 22 5.2 — —
(Valyl-tyrosine)
Oligopeptide from dried bonito 6 1.4 — —
Lacto-tripeptide 3 0.7 — —
Others 8 1.9

Subtotal 39 9.2%

Dental Health Sugar alcohol 18 4.2
Xylitol 13 likely effective possibly safe
Others 5

Casein phosphopeptide 8 1.9 — —
-Amorphous calcium
phosphate*
Others 4 0.9

Subtotal 30 7.3%

Bone health Soy isoflavone 7 1.7 possibly effective possibly safe
Others 5 1.2

Subtotal 12 2.8%

Mineral Calcium
absorption Casein phosphopeptide 3 0.7 — —

Calcium citrate malate 2 0.5 likely effective likely safe
Others 1 0.2

Iron
heme iron 4 0.9 effective likely safe

Others 4 0.9

Subtotal 14 3.2%

Total 424 .100%

Fourteen of 424 products have just been approved by the Newly Developed Food Expert Committee,
but not by the Ministry of Health, Labor and Welfare (http://www.mhlw.go.jp/topics/0102/tp0221-2.html).
(1) Although “indigestible dextrin” does not appear in the Natural Medicines Comprehensive Database,15)

it is considered to be likely effective and likely safe based on the description of other dietary fibers.
(2) “Lactosucrose” is considered to be possibly safe based on the description of “fructo-oligosaccharides.”

Although fructo-oligosaccharide may relieve constipation, more evidence is needed to rate it for this use.
(3) “Indigestible dextrin” is considered to be possibly effective and likely safe.
—: There is no description of the ingredient or its related component.
*: “Calcium phosphate” is effective and likely safe.
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in Fig. 2). After the final evaluation by the
Pharmaceutical Affairs and Food Sanitation
Council, the Ministry of Health officially
approves the manufacturer’s enhanced func-
tion claim and the marking (Fig. 3) on the
product (� and � in Fig. 2).

Effectiveness and Safety of
“Foods for Specified Health Uses”

The manufacturer who applies to the
government for approval as “Food for Speci-
fied Health Uses” for its product must tabulate
both published literatures and unpublished
or internal office reports on the effectiveness
of the product and/or its ingredients, and pro-
vide a summary of each literature or report.10,13)

The table must include in vitro metabolic and
biochemical studies, in vivo studies, and human
randomized controlled trials (RCT). At the
least, one RCT is required and should appear
in a journal with a peer review system. Further-
more, the identification of the single, specific
active ingredient of the product is required,
and the exact mechanism of action should be
clarified.

Table 4 shows the effectiveness and safety of
the major “Foods for Specified Health Uses”
according to the Natural Medicines Com-
prehensive Database.15) Most of the products
are possibly or likely to be effective and safe.
However, the products or their physiologically
active components, which were first manu-
factured in Japan, e.g., indigestible dextrin,
lactosucrose, sardine, dried bonito and lacto-
peptides (which may inhibit the activity of
angiotensin converting enzyme), and casein
phosphopeptide, are not listed in the data-
base.15) According to international standards,
they will be rated as having insufficient reliable
information about its effectiveness and safety.
On the other hand, calcium and iron products
should be moved from the “Foods for Specified
Health Uses” to “Foods with Nutrient Function
Claims.”

In contrast to dietary supplements in the

US,2) the “Foods for Specified Health Uses” in
tablet or capsule form are less than 1%, and
almost all of them are found in the form of
conventional foods: 35% for beverages, 19%
for fermented milk and 13% for confectionery.

Some Issues under Discussion

The Advisory Committee of the New System
for Regulation of “Health Foods” (Chairman:
H.T.) was set up in April 2003, and submitted
an amendment of the regulatory system to the
government in June 2004. Some issues pro-
posed by the Committee are as follows.16)

1) Establishment of the New Regulatory Act
“Health foods” are regulated by several acts,

including the Health Promotion Act, Food
Sanitation Act and Pharmaceutical Affairs Act.
Health food manufacturers and their associa-
tions were demanding the regulation of “health
foods” under a single act. There are many
“health foods” that have been used for more
than ten years, and, therefore, they are con-
sidered to be safe: royal jelly, propolis, agaricus,
spirulina etc. Some of them are of good quality
under the Good Manufacturing Practice
(GMP). The manufacturers also demanded
that quality products be authorized under the
new act. However, consumer organizations, the
Japan Medical Association and other profes-
sional societies were opposed to the plan
because more evidence was needed to rate the
effectiveness of the products. Thus, the Advis-
ory Committee could not obtain the consensus
of the members on the new act.

2) “Foods with Nutrient Function Claims”
As mentioned earlier, 12 vitamins and five

minerals were standardized as “Foods with
Nutrient Function Claims” as of March 2004.
The health food manufacturers claimed that
vitamin K, manganese, selenium, chromium,
molybdenum and other minerals whose dietary
reference intakes were determined in the current
RDA for Japanese14) should be standardized.
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The daily intake of minerals cannot be esti-
mated due to the lack of Japanese Food Com-
position Table17) for these minerals. Therefore,
it is difficult to assess whether a consumer
meets the requirements for the minerals, and it
is also difficult to set the maximum amount of
intake from the supplement. Thus, the Com-
mittee did not standardize the vitamin and
minerals for “Foods with Nutrient Function
Claims.”

Suppose that an extract contains substance
A which may reduce the risk of osteoporosis,
but which is not approved as a “Food for Spe-
cific Health Use.” The manufacturer enriches
the extract with one to two vitamins (e.g.,
vitamin D) or minerals (e.g., calcium), and
labels it “Food with Nutrient Function Claim.”
Althouth the labeling is not currently illegal,
the labeling is misleading. Consumers may be
led to believe that the extract or substance A
itself is authorized as the “Food with Nutrient
Function Claim.” Thus, consumer organiza-
tions say that the government must prohibit
the sales under the new regulatory act. In
March 2004, the Office of Health Policy on
Newly Developed Foods, the Ministry of Health,
warned health food manufacturers that they
should enforce the autonomous regulation for
labeling more severely, as the number of such
products increased. Later, the Advisory Com-
mittee decided to prohibit the labeling on the
foods.

3) “Foods for Specified Health Uses”
When the Newly Developed Food Expert

Subcommittee evaluates the effectiveness and
safety of a candidate for “Food for Specified
Health Use,” the rating method is not always
clarified, although it is evidence-based. Both
manufacturers and consumers say that the
practical ratings should be standardized.

For many “health foods,” there has been
little scientific inquiry into the active ingredi-
ents and the exact mechanism of action.14) Most
“health foods” are a combination of many
ingredients. It is quite possible that “health

foods” work through the combined effects of
multiple ingredients, which means the approach
of identifying a single, specific active ingredient
is flawed. Thus, the Advisory Committee decided
to exempt the manufacturer from submitting
data on the action mechanism for a candidate
product for “Food for Specified Health Use.”

Because a re-evaluation system after mar-
keting “Foods for Specified Health Uses” has
not been established, consumers, physicians,
pharmacists and dieticians expect to have a
system that will monitor the effectiveness and
stop the sales of ineffective products.

Health food manufacturers have asked the
government to allow the disease risk reduction
claims on “Foods for Specified Health Uses.”
The government intends to allow this in line
with the Codex alimentarius, the US and
others. However, the Japan Medical Associa-
tion opposes this because physicians are afraid
that if a patient who has to take antihyper-
tensive agents uses a “Food for Specified Health
Use” with a risk reduction claim instead, his/
her blood pressure will not be well-controlled,
and the person may suffer a stroke or heart
attack. It will be difficult for Japanese con-
sumers to differentiate a food with disease risk
reduction claims from a drug that is effective
for the same disease.

The proposal of the Advisory Committee
reflects a compromise reached by mutual
concession. If the scientific evidence supports
the relationship between a food or ingredient
and a disease or health-related condition, and
provides a very high level of confidence in its
validity, claims of disease risk reduction will be
allowed for the food. The only disease risk
reduction claims permitted will be those
related to nutrient to disease for the time being.
For example, “Calcium may reduce the risk of
osteoporosis. Food X is high in calcium.” As
shown in this example, the claim must consist
of two parts5):
(1) Information on an accepted diet-health

relationship, followed by
(2) information on the composition of the
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product relevant to the relationship.
According to the proposal of the Advisory

Committee, the Office of Health Policy on
Newly Developed Foods may classify “Foods
for Specified Health Uses” into three groups.
The first group mainly consists of prebiotics
and probiotics. Because they make up almost
half of the “Foods for Specified Health Uses,”
and are likely to be rated as safe and effective,
they can be easily standardized and named
“Foods for Specified Health Uses under Stan-
dard Regulation System.” The others may be
divided into two on the basis of the strength of
the evidence behind the structure/function
claims or enhanced function claims. Foods with
definite or probable effectiveness based on
randomized controlled trials will be simply
called “Foods for Specified Health Uses” under
the current regulatory process. If the evidence
for the claims is tested by studies with a rela-
tively low rating for design (cohort studies,
nonrandomized intervention trials with con-
current or historical controls, and case-control
studies), the foods, the third group, will be
called “Foods for Specified Health Uses with
Qualified Structure/function Claims.” There-
fore, they will be required to carry a disclaimer
(i.e., the evidence is limited and not conclusive)
like dietary supplements of the third level or C
category in the qualified health claims of the
United States.2) However, an evidence-based
ranking system for scientific data will be dis-
cussed and determined by a group of experts.

4) Health Food Professionals
“Health foods” fall somewhere between

conventional foods and drugs, but the bound-
ary between health and conventional foods or
between health foods and drugs is not clear.
Dieticians deal with conventional foods and
pharmacists with drugs. Therefore, “health
food” professionals that could provide con-
sumers with the correct information are needed
in Japan. The government entrusts the training
or education of these professionals to the pri-
vate sector, but does not grant them national

certification.18)

5) Risk Communication
The National Institute of Health and Nutri-

tion is creating a database of evidence-based
information on the effectiveness, safety, inter-
actions with drugs and others, etc. of “health
foods” that are manufactured and marketed
mainly in Japan.19) Users will be able to access
the database on the Internet, free of charge,
from July 2004.

Many “health foods” that are unknown even
to specialists are marketed at shops, mail-
ordered, sold door-to-door and imported pri-
vately using the Internet in Japan. Some of
them may carry illegal health claims, and others
may contain harmful medicinal or chemical
ingredients. More priority should be given to
safety rather than effectiveness. The National
Institute of Health and Nutrition19) is operating
a network center to gather reports from moni-
tors on the adverse effects of “health foods.”
The number of monitors is approximately 1,500
(as of May 2004), most of whom are dieticians
and pharmacists. If several cases with a specific
adverse effect are reported to the center,
the cause or the “health food” can be easily
identified. The information is then reported
to consumers through the monitors. Thus, it is
expected that the system will prevent a large-
scale epidemic.

Conclusion

The current Japanese system for regulation
of “health foods,” called “Foods with Health
Claims,” consists of two categories: “Foods with
Nutrient Function Claims” and “Foods for
Specified Health Uses.”

The label “Food with Nutrient Function
Claim” can be freely used if a product satisfies
the standard for the minimum and maximum
levels for daily consumption. The minimum
level should be one-third of the Japanese rec-
ommended dietary allowance for each vitamin
or mineral. The maximum level is set as the
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maximum amount of nutrients in quasidrugs.
Twelve vitamins (vitamins A, E, D, B1, B2, B6

and B12, folic acid, niacin, pantothenic acid,
biotin and vitamin C) and five minerals (cal-
cium, magnesium, zinc, iron and copper) are
currently standardized (as of April 2004).

“Foods for Specified Health Uses” are those
that contain dietary ingredients that have ben-
eficial effects on physiological functions of the
human body so as to maintain and promote
health and to improve health-related condi-
tions. Health claims for these foods correspond
to the enhanced or “other” function claims of
the Codex Alimentarius or structure/function
claims in the US. However, disease risk reduc-
tion claims are not allowed. The Ministry of
Health, Labor and Welfare gives official
approval on a case by case basis allowing the
manufacturer to carry the claim and mark on
the product, after the Food Safety Commission
examines the safety of the product and the
Pharmaceutical Affairs and Food Sanitation
Council evaluates the effectiveness. The num-
ber of “Foods for Specified Health Uses” was
424 as of March 2004, and 65% of them are
probiotics or prebiotics.

One reason for the establishment of the sys-
tem is to provide consumers with the necessary
information to choose a good product from
numerous health foods. In order to make the
system beneficial for consumers, it is very
important to train experts who are able to
educate, teach, and give advice about “health
foods.”

In order to maintain and improve people’s
health and to prevent chronic non-communi-
cable diseases, a key element is a balanced diet
of staple foods (e.g., steamed rice), main dishes
(fish, meat, chicken, eggs, tofu etc.), and side
dishes (vegetables etc.). Healthy individuals
should obtain all necessary energy, nutrients
and non-nutritious components from regular
meals. They should never take quasidrugs con-
taining vitamins and minerals and “health
foods,” including “Foods with Health Claims,”
in place of the daily diet and regular meals.
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