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The MHLW continuously conducts some surveys to collect the latest data on
contaminants in foods. The MHLW also sets standards for contaminants and reviews them

if specific regulation is required.

The MHLW conducts surveys on levels of
contaminants in foods distributed in Japan. When
the results indicate the need of control, the MHLW
regulates contaminants by setting standards based
on Article 11 of the Food Sanitation Act.

When new regulations are set for food
contaminants, the CODEX standards are adapted
as a priority if there are CODEX standards set
for the specific food. If Japan cannot adapt the
CODEX standards in light of actual conditions of
food production in Japan, the MHLW promotes
measures to reduce the contaminants and shows
appropriate standards or guideline levels based on
the ALARA principle.

The MHLW surveys the concentrations of
contaminants contained in foods and the levels of
intake by consumers to utilize as basic data for risk
reduction measures.

CODEX is an intergovernmental organization
established by the Food and Agriculture
Organization of the United Nations (FAO) and
the World Health Organization (WHOQO) in 1963.
With the main goal “to protect the health of
the consumers and ensure fair practices in
the food trade,” it develops international food
standards and takes other measures as well.
As of August 2016, CODEX has 187 member
countries and one member organization (EU).

ALARA is an acronym formed from the phrase
‘As Low as Reasonably Achievable.” It is the
basic concept for measures for food
contaminants.

AVSWFZT PO DIFNJDBM TVCTUBODFT FUD JO GPPET

%JPYJOT DBENUVN
FUD
AVSWFZT PO JOUBLF MFWFMT GSPN @?8WFZT PO DPOUBNJOBUJPO MFWFMT PG G
64VSWFZT GPS TVCTUBODFT XIFO OP EBUB JT BWBJMBEMF BOVISEE EFOMFFWNJ®EM GREETUBODFT DPOUBJOFE JO G
O0$POUJOVPVT TVSWFZT XJUI UIF UPUBM EJFU NFUIPE

$POEVDU TVSWFZT PO JOUBLF MFWFN 60EFSTUBOE UIF DPOUBNJOBUJPO MFWF
DIFNJDBM TVCTUBODFT FUD GSPN GfI PG GPPET XJUI DIFNJDBM TVCTUBODFT

7TFSJpDBUJPO PG 4BGFUZ UP )VNBOT

>Establishment of provisional regulation values for methyl mercury contained in seafood,
etc.
>Education of expectant mothers

Measures for methyl
mercury

>Establishment of standards for cadmium contained in rice

Measures for cadmium >Promotion of measures to reduce cadmium levels in agricultural areas

Measures for dioxins >Estimation of intake levels from ordinary diet (total diet study)
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8 Food Additives

Before a food additive is authorized, the MHLW verifies its effectiveness and whether its
use is unlikely to cause adverse health effects. If needed, the MHLW sets standards and
requirements to ensure its safety.

Food additives are used in the process of Classification of food additives
manufacturing foods or for the purpose of (as of September 18, 2015)
processing or preserving foods. They include @Designated additives (449 items)

preservatives, sweeteners, coloring agents Substances that have been designated by the

and ﬂavoring agents. Minister of Health, Labour and Welfare to authorize

. ... . the use of them, based on the safety assessment
While food additives largely contribute (6.2, sorbic acid and xviital).

to today’s distribution of a variety of foods, @Existing food additives (365 items)

much caution is needed to ensure the Substances that have been permitted for use and

o ] distribution without having gone through the designation

safety of additives,which do not have a long process specified by the Food Sanitation Act far the

: : : reason that they had had a long history of consumption

hlstory of human consumption unlike foods. at the time of the revision of the act in 1995 (e.g.,
The MHLW consults the FSC and gardenia coloring agent, Japanese persimmon tannin).

authorizes the use Of them Only When they @®Natural flavoring agents (approx. 600 items)
d h isks of h . h health Substances that are derived from natural origins,
o not have risks of harming human health. including animals and plants, and used for flavoring food

The MHLW continuously takes adequate (e.g.. vanilla flavoring and crab flavoring).

: : @Ordinary foods used as food additives (approx. 100 items)
measures to review the safety of authorized Substances that are generally provided for eating or

food additives, for example, by surveying drinking as food and also used as food additives (e.g..
daily intake levels per person. strawberry juice and agar).

New designation of food additives

Risk managemer
- Designation of food additives Risk assessment
Applicant stablishment of standards for use _ Setting ADIs

Authorization request  Request of health
I"Isk assessments

MHLW (— Food Safety Commission (FSC),

Report of Cabinet Office
assessment

e W

@Evaluation of the necessity and effectiveness Expert Committee for Food Additives
of the substance as a food additive

@Authorization of food additives and @Scientifically evaluate the risks
establishment of standards based on health @Collect opinions from the public for the
risk assessments conclusion of the assessment

Specific Measures

Establishing specification Set requirements to be met (e.g., impurities and assay) to ensure that distributed food

additives have stable quality.
and standards for food Set the upper limits of each additive that can be used in individual foods (standards for use)

additives to ensure that adverse health effects will not be caused by excessive consumption

Ensuring the safety of Verify the safety of existing food additives and impose a ban on production, sales,
existing food additives import, or other handling of food additives that have raised safety concern.

Conducting surveys on Collect samples from foods on the market place , identify food additives in the samples, and
intake levels of foad measure their levels to examine whether the total levels are within the corresponding ADls

o (acceptable daily intake: maximum amount of a substance to which an individual can exposed
additives to on a daily basis over his/her life span without causing any harmful effects).

Promoting global harmonization Promote the des_ignation of 45 non_-flavorings and 54 flavorings that have been selected
. B8 " as those recognized as safe and widely used overseas. As of September 18, 2015, 41
of designated additives non-flavorings and 54 flavorings were designated.
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A variety of foods are distributed as“health foods.”The MHLW takes a wide range of
measures, including inspection and guidance to business operators in stages from
production to sales, collection of information on adverse health effects and provision of

information to consumers.

As the people’s interest in health issues has
grown, many kinds of foods have been launched
on the market as “health foods.” They include
such items that have not been used as foods or
beverage before or that are in unique forms.

To ensure the safety of products that are
supplied to consumers, the MHLW provides
the guidelines which promote to produce these
health foods by using the method of Good
Manufacturing Practice. The MHLW also
collects information on adverse health effects

Foods that are sold or used as items useful for
maintenance and improvement of health are
generally referred to as ‘health foods.” From the
legal perspective, however, there is no explicit
definition for the term, except for "food with health
claims*” that is defined under the Health Promotion
Law.

* The scheme to manage food with health claims

caused by products and provides consumers
with information for raising their awareness
about health effects.
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Proper use of health foods
A balanced diet is essential to maintain
health. When using ‘health foods,” therefore,
each person needs to carefully choose the
appropriate use according to his/her diet.
Those who have health problems or other
concerns should consult a medical
institution before starting to take the
product.
The MHLW provides information on ensuring
safety and appropriate use of health foods

has been responsible of the Consumer Affairs
Agency since September 20089.

— Foods

o

Drug

Food with health claims
€ Managed by the Consumer Affairs Agency >

through its Websites and brochures (see General foods Food for Foo;:i ,W"tth Food with Drugs
below). (including specified fnuunglﬁgn function (including
health foods) | health uses ARng claims quasidrug)

>Ensuring safety of materials (publication search and toxicology test (when diet

Specific measures
at manufacturing
stage

Collection of
information on
health damage and
enforcement of
countermeasures

Consumer
education

Providing
information for
consumers

experience is not sufficient)

>Ensuring safety by good manufacturing practice (GMP) (manufacturing management
and guality management in the whole process)

>Ensuring the efficiencies (adaptation of the third-party certification system)

Information is more actively collected. including cases where correlation is unclear.
Note: Information regarding the current status of health foods and past health damage
cases is provided to physicians and other concerned parties.

>Manufactures should label appropriate intake levels and cautions on the products.
>A certain level is ensured for the training systems and usage of advisory staff.

>\Website on health foods
http://www.mhlw.go.jp/topics/bukyoku/iyaku/syoku-anzen/hokenkinou/

>Brochure “Appropriate Use of Health Foods”
http://www.mhlw.go.jp/topics/bukyoku/iyaku/syoku-anzen/dl/kenkou_shokuhinOO.pdf
>\Website by the National Institute of Health and Nutrition

‘Information System on Safety and Effectiveness of Health Foods™ http://hfnet.nih.go.jp/
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10 Genetically Modified Foods and Food Additives (GM foods)

The safety assessment of foods and food additives produced by recombinant DNA
techniques (hereafter GM foods) is mandatory under the Food Sanitation Act. The
MHLW examines how the transplanted genes behave and whether harmful elements are
generated, for example, to comprehensively assess the safety of GM foods.

With techniques of genetic engineering,
genes with useful traits are transplanted from
cells of an organism to another plant or other
organism in order to give the useful traits to the
recipient. To ensure the safety of the genetically
modified products, it is required to ensure that
no harmful elements have been generated as a
result.

The MHLW ensures safety of GM foods
through comprehensive assessment (safety
assessment) based on scientific data and
opinions of the FSC.

Without passing the safety assessment, GM
foods and foods using those as raw materials,
cannot be produced, imported or marketed.
Manufacturing facilities must be authorized for
compliance with the manufacturing criteria to
manufacture GM foods.

GM foods

The term “GM foods” is referring to
agricultural crops that are given new traits
(e.g., pest or draught tolerance) through
transplant of genes responsible for that trait
from the cell of another organisms, as well as
foods made with such crops and food additives
using genetically modified microorganisms.
Genetic engineering allows transferring of
useful genes between different species. This
makes it easier to give traits demanded by
producers and consumers in a more efficient
way. On the other hand, transplanted genes
may have risk to generate allergy-induced
proteins and other harmful substances.

Procedure for Safety Assessment

Q (2) Request
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<> (B) Notification

A .
(1) Submission Announcement Public |

(7)
v 7Y
Report on

Applicant official
; gazette

opinions
Olnformation provided to the public

-» Expert Committee of

O (5) Exchange of
information and

Cabinet Office

t

Assessment
(4) Report ' of the Effects ~ (3) Referral

of Foods

on Health ‘

Genetically Modified Foods

V.

Specific Measures

>Safety assessment was made obligatory in April 2001

Making safety

assessment obligatory
with such foods.

>Banning of manufacturing, import and sales of GM foods that have
not gone through safety assessment and foods, etc. that are made

Inspection of imported

foods into markets.

Imported foods are inspected at the time of import to prevent GM
foods that have not gone through safety assessment from entering

Research and
assessment for safety

Development of detection methods for GM foods and assessment of
allergic property of proteins are conducted.
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To ensure the safety of utensils, containers, packaging, toys and detergent, the MHLW
establishes specifications and standards for these products. The MHLW also prohibits the
use of materials that do not meet the specifications and the manufacturing of them by

using methods that do not meet standards.

The MHLW establishes specifications and
standards for utensils, containers and packaging,
toys and detergent to prevent health and hygiene
hazards that are likely to be caused as a result of the
use of these products.

Specifications and standards for utensils, containers
and packaging include (1) general specifications that
are applied for all utensils, containers, packaging
and their materials, (2) specifications for different
materials, (3) specifications applied for different
usages that need special consideration, and (4)
production standards.

Utensils, containers and packaging made with
synthetic resin (plastics) are regulated according to
the property of each material.

Therefore, specifications for specific synthetic resin
are applied as needed in addition to the general
specifications applied for all kinds of synthetic resin.

Food Sanitation Act

Specifications and standards fo

Tableware, kitchen utensils, and other machines,
implements, and other articles which are used for
collecting, producing, processing, cooking, storing,
transporting, displaying, delivering, or consuming
food or food additives and which come into direct
contact with food or food additives.

Articles which contain or wrap food or food
additives and are offered “as is” when delivering
food or food additives.

Toys designated by the Minister of Health, Labour
and Welfare as those likely to harm the health of
infants and young children through their direct
contact with them (e.g., toys that are intended
to be put into a mouth, like pacifiers, origami and
building blocks).

Article 16 : Banning of sales of harmful or toxic utensils, containers and packaging
Article 18 : Establishment of specifications and standards for utensils, containers and packaging

r foods and food additives (notice) )

Part lll. Utensils, containers and packaging  General and material-specific specifications for utensils, containers and packaging as well as their materials
Usage-specific specifications and production standards for utensils, containers and packaging

Part IV. Toys

Part V. Detergent

Specifications for toys or their materials
Production standards for toys
Snecifications of composition for detergent
Standards for use for detergent

Application with modification of Article 62 :

Food Sanitation Act

Banning of sales and other business activities of harmful or toxic toys and detergent
Establishment of specifications and standards for toys and detergent

Article 62 : Designation of toys applicable for regulations

<Toys applicable for regulations (des@];ted toys)>
Those likely to harm the health of infants when they touch such toys (Article 78 of the Regulation)

Studying system to enhance the
safety of utensils, containers
and packaging

Preparation and enforcement of
specifications and standards for
foods, food additives, etc.

Ensuring safety of recycled
materials

"The panel meeting on the regulation of utensils containers and packaging for
foods" has been held open in public from August, 2016.

Prepare test methods, etc. stipulated in the specifications and standards,
Newly establish specifications and standards.

Guidelines are developed for the use of recycled plastic and recycled paper for utensils,
containers and packaging.



Department of Environmental Health and Food Safety
Pharmaceutical Safety and Environmental Health Bureau,
Ministry of Health, Labour and Welfare

1-2-2 Kasumigaseki, Chiyoda-ku, Tokyo 100-8916 JAPAN

Phone: 03-5253-1111
URL for the MHLW: JP http://www. mhlw.go.jp/
EN http://www.mhlw.go.jp/english/
Foods: JP http://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/shokuhin/index.html
EN http://www.mhlw.go.jp/english/policy/health-medical/food/index.html
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Measures to:
Ensure Food
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Pharmaceutical Safety and Environmental Health Bureau,

. 3 Department of Environmental Health and Food Safety
t Ministry of Health, Labour and Welfare



