[X2-2. Campylobacter-ReA prospective study A & Z3HT#E R

Study %
D ES (95% CI) Weight

symptoms
Bremell (1991) > 0.03(-0.30,0.36) 0.75
Hannu (2004) - 0.03 (-0.28,0.34) 0.84
Melby (1990) 4 0.01(-0.15,0.16)  3.35
Melby (2000) 0.01(-0.15,0.16)  3.47
Subtotal (I-squared = 0.0%, p = 0.999) 0.01 (-0.09, 0.11) 8.41

culture-confirmed
Doorduyn (2008) 0.05 (-0.36, 0.46)
Gumpel (1981) 0.19 (-0.58, 0.96)
Hannu (2002) 0.07 (-0.44, 0.59)
Johnsen (1983) 0.03 (-0.29, 0.34)
Kosunen (1981) - 0.02 (-0.27, 0.32)
Locht (2002) 0.16 (-0.56, 0.87)
Pitkanen (1981) 0.05 (-0.39, 0.50)
Pitkanen (1983) 0.05 (-0.37, 0.47)
P?nk? (1984) 0.02 (-0.26, 0.30)
Rees (2004) 0.03 (-0.29, 0.35)
San Joaquin (1984) 0.01 (-0.16, 0.18)
Schiellerup (2008) 0.13 (-0.53, 0.79)
Schonberg-Norio {2010) 0.04 (-0.34, 0.43)
Townes (2008) 4 0.01 (-0.22, 0.24)
Gumpel (1881) (Excluded)

Petersen (1996) (Excluded)

Rautelin (1990) (Excluded)

Subtotal (I-squared = 0.0%, p = 1.000) 0.03 (-0.06, 0.12)

symptoes & culture positive
Eastmond (1983) 0.02 (-0.27,0.31) 0.94
Subtotal (I-squared =.%, p =.) 0.02(-0.27,0.31) 0.94

culture-confirmed ?

Ternhag (2008) 0.00 (-0.03, 0.03)  80.11
Subtotal (I-squared =.%,p =.) 0.00 (-0.03, 0.03)  80.11
Overall (I-squared = 0.0%, p = 1.000) 0.00 (-0.02, 0.03)  100.00
NOTE: Weight: random effects analysis
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Outline of the Japanese Food Safety System

It is needless to say that the safety of food is of major concern to the public. Many
changes surround the dining table of the Japanese. Import of foodstuff has been increasing
backed by the globalization, requests from foreign countries to open the agricultural market
and diversification of the taste of people. Newly—found hazards such as enterohemorrhagic E.
coli O-157 or abnormal prions have been reported. Technological enhancements in
agriculture such as genetic modification have made progress that such technological products
easily reach the pantry of any family. All those factors affected the people’s awareness and
concern for food safety, and such concern has been amplified by the reports of various events
and crises related to food and its safety. In September 2001, first BSE infected cattle was
found in Japan, and people’ s anxiety for food safety reached its peak. (See Chart 1-2) (See
Column 1 for the report made by the Joint Commission to Review and Analyze BSE incidents
and the responses of the government.)

Those changes in food supply as well as the concerns of the public has lead to the major
modification of administrative laws related to food safety in 2003, and the establishment of
Food Safety Commission (FSC), which is a governmental body related to food safety to
conduct risk assessment independent from the Ministry of Agriculture, Forestry and Fisheries
(MAFF) and the Ministry of Health, Labour and Welfare (MHLW), that assume the role of risk
management. (See Column 2 for the political process for the establishment of FSC.)
Separation of risk assessment body from risk management agencies is beneficial in terms of
securing transparency of the evaluation of risk, and enhances the credibility and
accountability of the decisions of the related agencies based on sound science.

In this chapter, we will first explain the framework of such triune! framework of food safety
administration in Japanese government, then move on to the explanation in detail of the duties
of MHLW and the Food Sanitation Law that is under the jurisdiction of that Ministry, and the
overall structure of the food safety administration, including the local governments. Finally

we would like to raise several current issues related to food safety policies.

1.1. Overall framework under Food Safety Basic Law
1.1.1.  Outline of the Food Safety Basic Law (FSBL)
In article 1 of the FSBL, the purpose of the Law is stated as follows; “In consideration of the

1 In addition to the three agencies, there are two national government agencies that are related to

food safety. The Ministry of the Environment deals with the food safety regulation related to
environmental pollution; and newly—established (in September, 2009. (See Column 3)) Consumer

Affairs Agency deals with the planning and implementation of food labeling policies, which needs to
be handled by MAFF (under Japan Agricultural Standards (JAS) Law) and MHLW (Food Sanitation

Law and Health Promotion Law (related to the labeling for nutritional facts).
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vital importance of precise responses to the development of science and technology, and to the
progress of internationalization and other changes in the environment surrounding Japan’ s dietary
habits, the purpose of this Law is to comprehensively promote policies to ensure food safety by
establishing basic principles, by clarifying the responsibilities of the state, local governments, and
food-related business operators and the roles of consumers, and establishing a basic direction for
policy formulation, in order to ensure food safety”. “Food-related business operators” includes
those engages in the business of food collection, production, import, processing, cooking, storage,
transport, or sales (wholesale, retail or eatery). It is prescribed that the food safety measures
should be “based on the simple recognition that the protection of the health of our citizens is a
top priority (article 3)”, “appropriate (ly) at each stage of the food supply process (article 4)”, and
“on the basis of scientific knowledge and in sufficient consideration of international trends and the
opinions of citizens with respect to ensuring food safety (article 5)”. From article 6 to article 9,
the role and responsibility of the stakeholders for food safety policy, i.e., hational government, local
government, food related business operators and consumers, are clearly stated. From articles 11
to 21, the concept of risk analysis ~ composed of “risk assessment” conducted by FSC, “risk
management” conducted mainly by MAFF and MHLW, and “risk communication” provided by FSC,
MAFF, MHLW and other stakeholders — is introduced. While the articles of FSBL above are
conceptual — do not define specific duties or code of conducts of anybody —, they indicate the

basic ideas of the Japanese food safety policy in a comprehensive manner.

1.1.2. Food Safety Commission (FSC) (See Chart 1-3)

From articles 22 to 38 of FSBL, organizations and roles of the Food Safety Commission (FSC)
are prescribed. FSC is placed under the Cabinet Office and reports directly to the Prime
Minister for their responsibilities (articles 22, 23). It is conventional that the Prime Minister
nominates the special Minister who supervises FSC, and that Minister assumes the responsibility
of the Prime Minister prescribed in FSBL. The Commission itself is composed of seven experts
with “superior
insight into ensuring food safety”, whose appointment requires the approval of both Houses of the
Diet (article 29). Four of the experts at the Commission must serve full-time.

Under the Commission, various Expert Committees (currently 14) are set up. Eleven
committees conduct risk assessment on health hazards according to their specific expertise, while
the other three committees handle strategic planning, risk communication, and emergency
response, respectively. Those “experts” at the Expert Committees need not serve full-time
(article 36). Therefore, relevant experts of various health hazards could be chosen among the
academic researchers (university professors, research institute scientists, etc.) who are at the

forefront of specific scientific area. They can bring in the most recent scientific knowledge and
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expertise from the academia. The “experts” are pressured to bring in the state—of-the-art
science, as the discussion and the results of the Expert Committees are open and under scrutiny
of the concerned parties, including their peer scientists.

The Commission has its own secretariat staff.

1.1.3. Risk Assessment conducted by FSC  (See Chart 1-4)

There are two ways to begin the risk assessment by FSC.  Much of the past assessments have
been conducted based upon the requests of the risk management bodies (MAFF, MHLW, etc.).
Risk management bodies are obliged to submit the request to FSC by article 24 of FSBL when
they create or modify the regulation prescribed by the relevant laws, such as Food Sanitation Law
or Agricultural Chemicals Regulation Law. Another way is so—called “self-tasking risk
assessments” — the assessments begun by the initiative of the Commission itself. Examples of
such “self-tasking risk assessments” include the issues of “food-borne pathogenic
microorganisms”, “lead in food, apparatus and containers/packages?”, and “beef/beef offal
imported to Japan from countries with no BSE report”.

For the stakeholders and other concerned people, and the scientists who are not the Expert
Committee members, “public comment” process is prepared to reflect their opinions. Article 13
of the FSBL prescribes that “in formulating policies to ensure food safety, necessary measures
for promoting the mutual exchange of information and opinions among persons or parties
concerned, such as provision of information concerning the policies and the granting of
opportunities to comment on those policies, shall be taken to reflect public opinion in the
formulation of the policies and to ensure the transparency and fairness of the process”. Once the
draft for the risk assessment report is compiled, the report is put to such “public comment”
process. Article 39 of the Administrative Procedure Law prescribes that “the period for
submission of Comments” “shall be 30 days or more from the date of public notice”. In some
cases, during the public comment period, opinion exchange meeting is held with stakeholders to
offer direct comments on the assessments. Usually such meeting is held for the issues of
significant public concern.

From July 1st, 2003 to September 14th, 2011, FSC received 1559 requests from the risk
management bodies. In addition, there are 10 self-tasking risk assessments. Of 1569
assessments, 1069 has been completed, 10 are under public comment, and 497 are in progress®.

Once the assessment has been completed after deliberation at the Expert Committee and

public comment process, the FSC will finalize the report and notify their conclusion to the relevant

2 From the perspective of securing safe cooking and supply of food, food apparatus, containers
and packages are regulated under Food Sanitation Law.
3 FSC website http://www.fsc.go.jp/hyouka/singijokyo.pdf, accessed on September 22th, 2011
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risk management bodies (MAFF, MHLW, etc.). The FSC will monitor how the policies are
implemented by the risk managers, and makes recommendation in the name of the Prime Minister
to adopt certain policy to the risk management bodies when necessary, persuant to items 3 and 4

of article 23.

1.1.4. Risk Communication conducted by FSC

In addition to the opinion exchange meeting during the risk assessment process described in
1.1.3., more casual meetings, such as “Science Café” or “Food Safety Workshop” are held either
by FSC itself or co—sponsoring with other bodies such as local governments.

There are other methods of communication with public. One is the “Food Safety Hotlines” —
accepting the opinions from the public concerning food safety by telephone. Of those questions
gathered by the hotline, frequently asked questions and the answers to them are posted on the
website.

Another way of seeking for the public opinion is the “Food Safety Monitors” system. The FSC
periodically asks questions to the monitors to recognize public awareness of and concerns about
food safety. The monitors are composed of those who have the experience of working for food
industry, have engaged in research in food, have been worked as medical or educational
occupation such as nurses or teachers, and other consumers in general. The FSC assembles the
gathered opinions and their responses, and put it on the website of FSC,

FSC occasionally assembles the “Fact Sheets”, to explain to the general public about the major
concerned hazards to food safety. These fact sheets are prepared in a timely manner to reflect
the concern of the public, and are committed to offer the newest scientific expertise and

knowledge, including the recent result of risk assessment.

1.1.5. Evaluation of the FSC and FSBL

In FY 2008, FSC held discussion meetings with Consumers Japan, Consumption Science
Foundation, and Japan Food Industry Center (See Chart 2-1 for the characters of those
stakeholders) on reflection of the five years' experience since the establishment of the FSC and
enforcement of FSBL.

Consumers Japan pointed out various issues. Included in their opinions are that: the
information disclosure had improved (including HP); providing opportunities for consumer inputs is
worth appraisal; the authority to make recommendation to the risk management bodies, such as on
the evaluation of the inspection system of the imported foods, had not been exercised: several

meetings were not disclosed®; the FSC should conduct assessments by its own initiative more

* FSC responded that the meetings were basically open, except for the meeting that deals with
matters that might violate the intellectual property if disclosed, such as matters related to the
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aggressively; the FSC should have their own examination laboratory to support their self-initiative
assessments; the idea of risk analysis should be proliferated more to the public; the FSC should
make better use of the opinions of the consumers, among others.

Consumer Science Foundation indicated that; it's better to have FSC’s own laboratory; the risk
communication should be improved so as to make the consumers understand the "safety zone”
that the most current science could tell; existence of the FSC was not well recognized by the
public; outputs should be disclosed not only through the homepages but also the materials of
broader significance, such as the newspapers or other mass media; more timely disclosure of
information at the time of crisis is needed, etc..

Japan Food Industry Center stated that; public awareness of the FSC was low; risk
communication should be improved so that the consumers could easily realize the issues and
associated risks; the FSC should always exchange dialogue with mass media or the expert
scientists: the idea that there’s no “risk—free food” was getting understood by the public; FSC's
information materials were too difficult for general consumers; the FSC should be strengthened by
authorizing for compulsory risk control, among others.

Of all those opinions and recommendation raised, their acceptances were generally positive for
the establishment of the FSC and the introduction of triune framework within food safety

administration under the idea of risk analysis.

1.2. Food Sanitation Law and Food Sanitation Administration

12.1. Outline of the Food Sanitation Law (FSL)

In article 1 of the FSL, the purpose of the Law is stated as follows; “The purpose of this Law is
to prevent the sanitation hazards resulting from eating and drinking by enforcing the regulations
and other measures hecessary, from the viewpoint of public health, to ensure food safety and
thereby to protect citizens' good health”. By the 2003 reform bill of the Law, that were
submitted to the Diet in tandem with the bills to establish the FSCP®, the words “to ensure food

patented issues.

5 Under Japanese Constitution, not only the House members but the Government can submit the
bill to establish/amend/abolish the law. It used to be conventional that most of the bills that
pass the Diet were submitted by the Government, whereas the bills submitted by House members
were rarely passed or even put on the table. Currently, due to the political reform movement that
has been energized for more than a decade to lead the politics not under the initiative of
governmental bureaucrats but under the initiative of the politicians themselves (House members),
the bills submitted by the House members are more likely to be passed or seriously discussed at
the Diet than in the past. The 2003 comprehensive, government-wide reform bill of food safety
systems and regulations were submitted by the Government in a conventional way. The Cabinet
Office, MAFF, and MHLW have submitted reform bill(s) to the Laws under respective jurisdiction.
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safety” and “to protect citizens' good health” were inserted to the article indicating the purpose
of the Law.

After the articles defining the responsibilities of national government, local government (article
2), food-related business operators (article 3), and the general principle for handling foods and
food additives (article 5), the Law prepares several articles that prohibits the sales, etc., of
specific foods or food additives that are hazardous to the health of the consumers (unhygienic
foods (article 6), foods with special method of consumption (such as unconventional concentration,
etc.)article 7), comprehensive prohibition of specific foods from specific country/area (article 8),

and prohibition of meat, etc. of livestock and poultry with certain sickness (article 9).

1.2.1.1. Specifications and standards under FSL (Chart 1-5)

The law prescribes the regulation of food additives (article 10) and regulatory specifications and
standards for food, etc. (article 11 and 18).

Only the framework of such specifications and standards are defined by the Law: the
administrative notifications made by the MHLW stipulate in detail about composition, production,
processing and cooking standard of foods in general as well as the specific standards applied to
various types of foods according to each nature. Foods or food additives that are not following
the standards, or manufactured by the methods against the prescribed specifications are
prohibited from production, importation, sales, etc..

In addition, the Abattoir Law and the Poultry Slaughtering Business Control and Poultry
Inspection Law are prepared to prescribe the specific regulation for meat of livestock and poultry,
respectively.

Upon the establishment/amendment/abolishment of those regulations, MHLW is obliged to
submit the request to FSC to hear their opinion (see 1.1.3.). FSC notifies to MHLW their opinions
about the asked (potential) health hazards and risks. In case of chemicals or other substances,
the FSC’ s opinions include the ADI (Acceptable Daily Intake) when necessary.

After receiving the opinions of the FSC, MHLW will review their current regulations and inquire
their draft of establishment/amendment/abolishment to the Pharmaceutical Affairs and Food
Sanitation Council, an advisory committee of the Minister of Health, Labour and Welfare. The
Council sends the draft to the relevant Subcommittee, and, based on the conclusion of the
Subcommittee, the Council responses to MHLW for their opinions. In parallel, the MHLW puts the
draft regulation to the public comments. For public comments, the same Administrative
Procedure Law applies (see 1.1.3.) as applied to FSC. The opportunities for the scientific
community to input their expertise resembles those in the FSC decision—making process. Also,
the MHLW notifies WTO for its new regulation to seek if it meets the international trade rule.

When the public comment process has finished, the MHLW must consult with the Consumers
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Affairs Agency for the draft regulation. After the Consumers Affairs Agency responds and gives
consent to the draft, MHLW may decide the final regulation, and notify the regulation to the public
via Official Gazette.

1.2.1.2.  Inspection and guidance under FSL

There are several articles under FSL that provides certain authorities to the national and local
governments and their officials for inspection, monitoring and guidance on food safety (such as
articles 25, 26, 28, or 30). By such inspection, monitoring and guidance, the government
supervises whether the aforementioned prohibitive regulations (articles 6, 10, etc.) and
specifications and standards—type regulations (articles 11 or 18) are duly followed.

Under article 28, the relevant authorities (central or local government) may “request a business
person or other relevant persons to submit the necessary report, or have their officials visit places
for business, offices, warehouses, and other places, inspect food, additives, apparatus or
containers and packaging to serve for the purpose of marketing or to use in business, business
facilities, books and documents, and other articles, and remove food, additives, apparatus or
containers and packaging to serve for the purpose of marketing or to use in business, without
charge, within the limit necessary for using them for the purpose of testing”. In addition, under
article 30, the relevant authorities “shall have food sanitation inspectors® implement monitoring
and guidance ”. For the domestic distribution of foods, the relevant authorities are the
prefectural governments, and the food sanitation inspectors belong to the “Public Health Offices”
(see 1.2.2.2)) to conduct their day—to—day operations. Food sanitation inspectors hired by the
national government conduct the import inspection at the Quarantine Stations.

To conduct such inspection, monitoring and guidance in an effective and efficient manner, the
FLS orders the government to establish the Surveillance and Administrative Guidance Guideline
(article 22) and Plans (articles 23 to 24).

The Guideline shall be assembled by the national government. It provides nationwide basic
principles on food safety inspection and surveillance, specifies matters (hazards) that require
special monitoring and guidance or the framework of the implementation of monitoring and

guidance.

§ In the same article it is prescribed that the relevant authorities “shall appoint food sanitation
inspectors from among their officials to have them enforce the authority thereof prescribed in
Article 28, paragraph (1) and perform the duties of guidance on food sanitation”. Paragraph (4) of
Article 30 prescribes that the qualifications of the food safety inspector is decided by the
Cabinet Order, and the Cabinet Order describes that the food safety inspector must be 1) a
medical doctor, dentist, pharmacist or the veterinarian, 2) with educational background in food
safety related subject such as medicine or veterinary medicine, 3) nutritionist with two years’
working experience in food safety related government administration, or 4) a person who
completed the necessary course at a food safety inspector training facility registered to MHLW.
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The national government sets up the Plan for the inspection, monitoring and guidance for
imported foods. The Plan includes the matters (hazards) that require intense monitoring and
guidance taking into account the circumstances of the exporting countries and regions. (See
1.2.2. for actual implementation)

The local government sets up the Plan for the implementation of food safety measures for foods
distributed or consumed within its own jurisdiction. The Plan includes the matters (hazards) that
require intense monitoring and guidance according to the local situation of food production,

distribution, manufacturing and/or processing, etc.. (See 1.2.2. for actual implementation)

1.2.1.3. Regulations against facilities under FSL

Article 51 of the FSL prescribes that the “prefectural governments shall establish the
necessary criteria for facilities for restaurant businesses or other businesses which have an
extraordinary impact on public health” by Prefectural Ordinance’. The scope of such businesses
is prescribed by the Cabinet Ordinance, and currently there are 34 types of businesses specified.
Examples of those regulated businesses are the restaurants, bakeries, milk processing, meat sales,
among others. Article 52 of the FSL prescribes that anybody who intends to conduct those 34
businesses must obtain approval from the prefectural governor.

For abattoir facilities and poultry processing facilities, equivalent authorities are given to the
prefectural governor by the Abattoir Law and Poultry Slaughtering Business Control and Poultry

Inspection Law, respectively.

1.2.1.4. Regulation against personnel under FSL

Article 48 of the FSL prescribes that “a business person who produces or processes dairy
products, additives” that require “special consideration with regard to sanitation in the process of
production or processing”“shall place a full-time food sanitation supervisor for each facility to
have him/her supervise the production or processing in a sanitary manner”. This regulation was
introduced in 1957 in reaction to the baby formula contamination scandal by arsenic. Now the
scope of regulation has been widened to include meat, margarine, or shortening, in addition to baby
formula and food additives.

By the administrative guidance, MHLW advises the prefectural governments to request to the
food industry to set up the “food sanitation leader” other than the businesses who is required to
set up “food sanitation supervisor” by FSL to urge the industry to pay attention to food safety in

their daily business.

7 The Local Autonomy Law prescribes that the local governments can establish the Ordinances
(local rules and regulations) as far as they are not against the national laws (article 14 of the Local
Autonomy Law).
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Again, for abattoir facilities and poultry processing facilities, equivalent requests are made to
set up the personnel within the facility who is responsible for the food sanitation by the Abattoir
Law and Poultry Slaughtering Business Control and Poultry Inspection Law, and their

administrative ordinances, respectively.

1.2.1.5. Measures against food poisoning outbreak (Chart 1-6)

In Japan, by the article 58 of the FSL, medical doctors who have consulted the patients
(including suspected patients) of food poisoning must report (within 24 hours) to the relevant
Health Centers (see 1.2.2.2. for health centers) for the cases. In addition, by the Law Concerning
Prevention of Infection of Infectious Diseases and Patients with Infectious Diseases, certain
pathogens such as enterohemorrhagic E. coli 0-157 are designated as one of the diseases that
the medical doctors must notify its occurrence to the Health Centers. Director of the relevant
Health Center, who is basically a medical doctor, must immediately report the incident to the
prefectural governor and administrative authorities, and shall conduct the investigation (article 58).
Technical officials who engage in such investigation at the local government include medical
doctors, pharmacists, and veterinarians. The investigation includes epidemiologic investigation to
designate the poisoned food, and bacteriologic and physicochemical investigation of the fecal
materials or suspicious food, among others.

Upon the report of the Director of the Health Center about the massive outbreak (over 50
patients and includes the possibility of such outbreak), the prefectural governor must report to
MHLW for the incident. In some cases, MHLW notice the outbreak may happen nationwide by the
reports from the prefectures informing the same incident happening simultaneously. MHLW
requests the prefectural governor(s) to investigate if 1) the number of the food poisoning patients
is or may become 500 or more, or 2) food poisoning patients are or may become geographically
widespread and the matter requires urgent actions.

In 1998, 3,010 cases, 46,179 patients of food poisoning incidents have been reported. Some
ups and downs are observed, but in general, food poisoning incidents are decreasing to count only
1,048 cases and 20,249 patients in 2009. MHLW points out in the White Paper (Fiscal year 2009)
that the decrease reflects the enhancement of personal hygiene as well as sanitation practice in
each household, shop and restaurant, or the food industry in general, and the thoroughness of the
sanitation management by the companies, in reaction to the increased concern for food safety by
the reports and broadcasts of various food safety-related incidents. On the other hand, number
of patients per case has increased from 15.3 in 1998 to 19.3 in 2009, which is still small compared
to those in 80s or 90s, which counted over 35 in several of those years.

Detailed statistics on food poisoning incidents (in English) can be accessed by the following

website.
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http://www.mhlw.go jp/ english/topics/foodsafety/poisoning/dl/Food_Poisoning Statistics_2009.p
df

1.2.1.6. Measures securing imported food safety

The National Government Plan for the inspection, monitoring and guidance for imported foods
(See. 1.2.1.2)) prescribes measures to secure the safety of imported fqods to be comprised of
three processes. First process is the measures at the exporting countries. Through the
bilateral discussion with governments of exporting countries, the MHLW promotes various food
safety measures of the exporters such as sanitary supervision upon manufacturing, tightened
supervisions or pre—export inspection. Second process, which is the measures conducted by the
border inspection at the quarantine; they include monitoring inspection® and “ordered inspection”
to be applied to the imported foods whose possibility of violation are high. Third process is the
various measures for distribution and consumption of foods in domestic market, as applied to

domestically—produced foods.

1.2.1.7. Food Labeling

From the perspective of food safety, FSL stipulates that appropriate standards and regulations
on food labeling should be formulated to provide the consumers and related businesses precise
information so as to enable them to make rational recognition and choice of food (article 19).
“False or exaggerated labeling or advertising, which may cause harm to public health” is prohibited
(article 20) .

Consumer Affairs Agency (CAA) now takes over the role of food labeling regulation from MHLW
since September 1st, 2009. They also regulates the labeling regulation under the Japanese
Agricultural Standards Law (JAS), which has been formerly under the jurisdiction of MAFF. (see
footnote 1)

1.2.1.8. Risk Communication by MHLW

Article 64 of FSL prescribes that the Minister of Health, Labour and Welifare shall publicly
disclose the necessary matters and seek opinions of the public at the time of planning and
determining regulatory specifications and standards. For the Prefectural Governors, upon
formulating the surveillance and administrative guidance plan; same regulations are applied mutatis
mutandis. Article 65 prescribes that the Minister and the Governors shall publicly disclose the
information about the state of implementation of the policies related to food sanitation and seek

widely the opinions of the public regarding the said policies.

# Statistical methods to reflect the import quantity, frequency of violation or degree of hazards
are employed to decide the targeted foods and hazards, etc. of strict monitoring.
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To meet these requirements, Department of Food Safety of MHLW conducted various risk
communication measures. According to the Department, followings are the risk communication
measures taken by them in FY 2008.

1) Holding of the meetings for exchanging opinions
Held meetings for exchanging opinions on BSE, Plan for Surveillance and
Administrative Guidance on Imported Foods, Positive List Oriented System, food
additives, and health food, among others.
Attended at the meetings for exchanging opinions, held by the Food Safety
Commission, MAFF, local governments, etc., as a speaker, panelist, or in other
capacities.

2) Website
Enhancement of contents such as an animated video about surveillance of
imported foods by the quarantine station.

3) Training for risk communication personnel
Provided training for local government staff

4) Coordination with concerned administrative organizations; facilitation of exchange

with consumer groups, etc.

Coordination with concerned administrative organizations; participation in the
meeting for exchanging opinion hosted by consumer groups, etc.

5) Public comments and other actions
Seeking public comments, holding public Council meetings, and other actions for
information disclosure

6) Others

Created educational resources on prevention of food poisoning for use at schools

1.2.1.9.  Penal Provisions
Articles 71 to 79 prescribes penalties (criminal and non—criminal) on the violation of the articles
of FSL. It is generally understood that the premeditation of the person who conducts the

violation is required.

1.2.2. Food Sanitation Administration
1.2.21.  Overview of the food sanitation administration (See Chart 1-6)

There are four main groups of organizations within MHLW. First, the administrative
organization at the headquarter. Department of Food Safety, which enforces the FSL, is under
Pharmaceutical and Food Safety Bureau. Generally, much of the day—-to—day operative issues

are decided by the Director—General of the Department of Food Safety, and the Director General
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of the Pharmaceutical and Food Safety Bureau engages in the issues of greater importance and
political significance®.

There are three Divisions within the Department. Policy Planning and Communication Division
supervises the overall coordination (including budget and personnel) of the Department as well as
risk communication. The Division holds the Office of Quarantine Station Affairs, which deals with
the management of the Quarantine Stations nationwide, and the Office of International Food
Affairs, which deals with the issues related to WHO/FAO Codex Alimentarius. Standards and
Evaluation Division supervises the setting and amendment of specifications and standards under
FSL. The Division holds the Office of Health Polic‘y on Newly Developed Foods, which mainly
deals with the issues of so—called “health foods” such as dietary supplements. Inspection and
Safety Division supervises the actual implementation of the FSL for both domestic distribution
and imports. The Division holds the Office of Imported Foods Safety and the Office of Food
Poisoning Outbreak Information Management. ’

Second groups of organizations are the Regional Bureaus of Health and Welfare, branch offices
of MHLW.  In terms of the food safety administration, that office is responsible for the issues that
should be handled inter-regionally to achieve efficiency. To be more precise, they supervise the
Registered Laboratories' and HACCP facilities!'.

Third groups of organizations are the various national institutes for health policy. National
Institute of Health Sciences conducts testing, research, and studies toward the proper evaluation
of the quality, safety, and efficacy of foods, pharmaceutical products, and the numerous chemicals
in the living environment. National Institute of Infectious Diseases aims at carrying out extensive
and original research projects on a variety of contagious diseases from the standpoint of
preventive medicine, improving human health and welfare by suppressing infectious diseases, and

clarifying and supporting the scientific background of health and medical administration of the

® Working experience of the author at the Department (From September 2002 to August 2003, and
from April 2006 to August 2006.)

1% By several articles of FSL, the food-related businesses are required by the relevant authorities
(national or prefectural government) to conduct a third-party inspection to prove that the
concerned food stuffs are in line with the specifications and standards of the FSL and its
Administrative Ordinances. To secure the quality and neutrality of such inspection, the
laboratories that conduct those inspections must meet some standards, that are also prescribed
by the FSL. The laboratories need to register to the Regional Bureau of location to conduct such
inspection under FSL.

" HACCP (Hazard Analysis and Critical Control Polint) method has been incorporated to various
food processing facilities in Japan. The government promotes the application of such method by
preparing financial and tax incentive to the business operator. By introducing the Comprehensive
Sanitary Management and Manufacturing Process, the business operator can voluntarily apply for
the approval of the MHLW to obtain the privileged the “HACCP facility” status. The status is
renewed in every three years to ensure proper enforcement.
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government. And National Institute of Public Health carries out education and training of the
personnel engaging in the works of public health (including food safety), environmental hygiene and
social welfare, and conducts research in these areas.

Fourth groups of organizations are the Quarantine stations. They are conducting the
quarantine for foods according to FSL, human quarantine under the Infectious Disease Control
Law and port sanitation. Thirteen main offices are located at the major seaports as well as two
major international airports (Narita and Kansai) (See Chart 1-8 for the statistics on imported foods

inspection). (See Chart 1-8)

1.2.2.2.  Implementation of FSL by local governments

As described, much of the FSL for domestic food production and consumption are implemented
by the local governments. In Chart 1-7, as indicated by the asterisk mark memo, the figure 136"
is composed of 47 Prefectural Governments, 66 Cities with Public Health Centers, and 23 Special
Wards in Tokyo metropolitan area, which has equivalent authority for the implementation of FSL.

The largest unit of local government under Japanese system is the prefectures. There are 47
prefectures in Japan, whose population varies from 0.59 million (Tottori) to about 13 million
(Tokyo). According to the Community Health Law, prefectures must settle the Public Health
Center. The Community Health Law also prescribes that the twelve Government-Decreed cities
(large metropolitan cities other than Tokyo such as Yokohama or Osaka), forty—one'? Central
Cities (cities with more than 0.3 million population; many of them are the capital of the small or
mid-size prefectures), and other cities designated by the Cabinet Ordinance authorized by the
Community Health Law, must also open its own Public Health Center. Public Health Center
conducts various public health activities, such as maternity and child health, mental health,
environmental sanitation, etc.. Among them, food safety stipulated by the FSL is included.
Basically food sanitation inspectors hired by the local government engage in those businesses.
As of the end of Fiscal Year 2008, there are 7,729 food sanitation inspectors throughout the
country (see 1.2.1.2. for their role and qualification), and over 3.5 million times of on—site
inspection has been conducted in FY 2008. 6,400 counts of administrative sanctions, including
the abolishment or suspension of approval for business (see 1.2.1.3.) has been enforced within that
FY 2009. (See Chart 1-9)

1.3. Relationship with Codex Alimentarius Commission
Japan has been actively participating into the Codex Alimentarius Commission activities since
1966, three years after its inauguration in 1963. As a member of WTO SPS/TBT Agreement, we

are obliged to follow the Codex standard by matching the domestic food regulation. To reflect

12 As of July 14th, 2011.
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the standpoint and concerns of the Japanese citizens, the relevant Ministries (MHLW, MAFF, CAA,
etc.) have been not only closely watching the development of discussion but also stating the
interest of the country when necessary by sending the officials who are mainly engaged in the
Codex-related issues.

To provide the information about the development of discussion at various meetings of Codex
and the standpoint of the Japanese government, as well as to hear the opinions about the issues
to be discussed at coming Codex meetings, the MHLW and MAFF jointly establish the “Codex
Liaison and Consultation Committee”. The members of such Committee are composed of
representatives of consumer groups, food industry, and academics with relevant expertise. The
meeting is held three to six times per year, is open to public, and its minutes and distributed

materials are available on the website of the MHLW and MAFF.

2. Stakeholders
2.1. Identifying “stakeholders” of food safety policy

There are numerous numbers of groups within a society of freedom of association, and it is
difficult to identify who are the “stakeholders”, especially the “stakeholders” of significance to
point out. To establish the list of the stakeholders of the Japanese food safety, the author has
employed the following measure;

1) Pick up the names of the association from the FSC website who attended either

“opinion exchange meeting” or “discussion meeting with concerned associations” '3

'3 The associations that were invited to the “discussion meeting with concerned associations”

(more extensive, face—to—face meeting with the FSC members) are as follows;

Consumers Japan (SHODANREN). includes SHODANREN, NISHOREN (Consumers Urnion of
Japan), Household Nutrition Study Group, Japanese Consumers’ Cooperative Union, Forum for
Peace, Human Rights and Environment (Peace Forum), Tokyo Regional Women's Organization,
Tokyo Consumer Groups Communication Center, SHUFUREN (Housewives Association), among
others.

Consumption Science Federation

Nippon Association of Consumer Specialists

Japanese Consumers’ Cooperative Union

Japan Fisheries Association

Japan Food Industry Center

Japan Food Service Association

International Life Science Institute

Japan Perfumery and Flavoring Association
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