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Notice No. 0325001 of the Department of Food Safety
March 25, 2009

To: Head of each quarantine station

From: Director of the Department of Food Safety,
Pharmaceutical and Food Safety Bureau
(Seal omitted)

Development of Imported Foods Monitoring and Guidance Plan for FY 2009

We appreciate the appropriate implementation of the monitoring plan based on the
Imported Foods Monitoring and Guidance Plan for FY 2008, as well as the implementation of
monitoring and instruction of imported foods at the time of importation.

Based on the implementation guidelines for monitoring and guidance on food sanitation
(Notification No. 301 of the Ministry of Health, Labour and Welfare, 2003),. the government
developed the Imported Foods Monitoring and Guidance Plan in FY 2009 (hereinafter referred
to as “the Imported Foods Monitoring and Guidance Plan for FY 2009”), as described in Annex
1, under Article 23, paragraph 1 of the Food Sanitation Act (Act No. 233 of 1947). The
Imported Foods Monitoring and Guidance Plan for FY 2009 is a plan concerning the monitoring
and guidance of imported foods, additives, equipment, containers and packages by the national
government which was published in an official gazette in accordance with paragraph 3 of the
same Article.

We ask you to appropriately implement the monitoring and guidance tasks in conformity
with the Imported Foods Monitoring and Guidance Plan for FY 2009.

Also, we would add that a notice has been given to prefectural governments, etc. as

Annex 2.



Annex 1

Imported Foods Monitoring and Guidance Plan for FY 2009

The total number of foods, additives, equipment, containers and packages, and toys
(hereinafter referred to as “the food(s)”) imported into Japan was about 1.8 million annually and
32.3 million tons in volume on a notification basis (based on actual figures for 2007). The food
self-sufficiency ratio is about 40% in Japan (food self-sufficiency ratio based on the total
calorific value supplied; based on the Food Balance Sheet for FY 2007 by the Ministry of
Agriculture, Forestry and Fisheries).

In light of actual conditions of the foods, etc. imported into Japan (hereinafter referred to as
“the imported foods”), in FY 2008, the Ministry of Health, Labour and Welfare (hereinafter
referred to as “the MHLW?”) and quarantine stations expanded the scope of items to be
inspected at the time of importation and reinforced import inspections, such as monitoring
inspection based on the provision of Article 28 of the Food Sanitation Act (Act No. 233 of
1947; hereinafter referred to as “the Act”) and inspection orders based on the provision of
Article 26 of the Act, by increasing the scope of processed foods to be inspected for residual
agricultural chemicals, taking into account cases of chemical poisoning involving Chinese
frozen ‘gyoza’ dumplings. They also requested the promotion of sanitation measures to be taken
by the exporting countries that were mainly responsible for cases that violated Article 11 of the
Act concerning residues of agricultural chemicals and drugs for animals or feed additives
(hereinafter referred as “agricultural chemicals etc.”) in order to prompt exporting countries to
take appropriate sanitation measures. Moreover, they conducted on-site inspections on
sanitation control in exporting countries with relation to bovine spongiform encephalopathy
(hereinafter referred to as “BSE”), etc.

Furthermore, due to a spate of incidents including cases of milk laced with melamine
involving Chinese food products, the Ministry demanded the Chinese government at the
China-Japan Health Ministers Meeting held in November to promptly provide sufficient
information concerning food safety.

In relation to these efforts, the interim report for the Inspection Results of the Imported
Foods Monitoring and Guidance Plan for FY 2008, published in December 2008, provided
preliminary figures of approximately 890,000 cases of notification of imports and some 12
million tons in imported volume between April and September 2008. Out of these cases,
approximately 92,000 of them, or 10.4% of the overall number of notifications, were inspected.
Among the inspected cases, 501 were identified as violations. In addition, during that period,
the MHLW made a total of 63 requests for sanitation measures to the governments of exporting
countries, and conducted on-site inspections at 10 facilities for processing U.S. beef to be
exported to Japan in August and at 5 facilities for processing Canadian beef to be exported to

Japan in October.



In FY 2009, the MHLW will seek to further promote the above measures as well as
reexamining factors of inspection in consideration of monitoring inspection results based on ‘
provisions of Article 28 of the Act in FY 2008. The MHLW will also continue to further expand
inspection items at the time of importation for steady execution of the Positive List system,
which in general prohibits sales of food products containing amounts of residual agricultural
chemicals etc. that exceed the amount determined as not causing health damage (hereinafter
referred as “the Positive List system”), and also request the promotion of sanitary measures
during the production and processing stage in exporting countries, and, as necessary, conduct
on-site inspections in exporting countries to confirm the management of residual agricultural
chemicals, etc. Furthermore, for foods subject to inspection orders for residual agricultural
chemicals, efc., there is the possibility of insufficient management of residual agricultural
chemicals and changes in the agricultural chemicals being used in exporting countries, and here
is fear that agricultural chemicals other than those subject to inspection orders may exceed
standard values consequently. Therefore, monitoring inspections must be strengthened for the
purpose of verifying the management of residual agricultural chemicals, etc. in exporting
countries. Also, taking account of the increase in restrictions on toys, revisions of other codes
and standards, etc., instructions will be given on the implementation of periodic, voluntary
inspections for importers regarding mainly the new codes and standards, and monitoring
inspections will be expanded. With regard to ensuring that beef exported to Japan is free of BSE,
the MHLW will ensure an intensive, effective and efficient inspection system in light of the
results of on-site inspections, inspections at the time of importation and other inspections, and
~ continue to verify the status of conformity with an export program for Japan that is under the
control of governments of exporting countries.

In addition to these measures, given the recent cases of food products laced with poisonous
and harmful substances, the MHLW will make efforts to prevent problems from occurring by
continuing to encourage importers to voluntarily conduct sanitation control in exporting

countries and urging exporting countries to actively gather information on sanitary measures.

1. Purpose
The purpose of the Plan is to promote intensive, effective and efficient monitoring and

guidance for the purpose of further ensuring safety with regard to imported foods.

2. Effective period of the Plan
The Plan shall be effective from April 1, 2009, to March 31, 2010.

3. Basic concepts for the implementation of monitoring and guidance on imported foods
According to Article 4 of the Food Safety Basic Act (Act No. 48 of 2003), food safety must
be ensured by taking appropriate measures at each step of the food supply process both in Japan



and overseas. From this viewpoint, the following measurés shall be taken from the stages of

production, manufacturing and processing (hereinafter referred to as “the production process”)

in exporting countries, to the stage of distribution in the domestic market after importation for
the purpose of maintaining the safety of the imported foods.

(1) Collection of basic data on imported foods through the import-notification documents
submitted under Article 27 of the Act, and checking of the above-data as to their compliance
with the specifications and standards for foods (hereinafter referred as “the standards™) under
Article 11 and Article 18 of the Act

(2) Implementation of monitoring inspection under Article 28 of the Act to provide extensive
checking of the food-sanitation conditions of various imported foods

(3) Issuance of inspection orders in accordance with Article 26 of the Act for imported foods
with a high probability of violating the Act in order to prevent harm to public health from the
perspective of food sanitation

(4) If the MHLW specifically determines that foods manufactured in a specific country or area,
or by a specific manufacturer, should no longer be imported in order to prevent possible
harm to food-sanitation conditions in Japan, it shall ban the importation of such foods by
issuing a comprehensive order for an import ban under Article 8 or Article 17 of the Act.

(5) The MHLW shall issue an order to importers who repeatedly violate the Act to stop or
suspend their importation business under Article 55, paragraph 2 of the Act with the aim of
improving causes for violations, etc.

(6) In order to promote sanitary measures during the production process in exporting countries,
the MHLW shall conduct the following: (i) provide information on food-sanitation
regulations to embassies and such located in Japan and to importers, (ii) hold bilateral
discussions, (iii) conduct on-site inspections, and (iv) provide technical support.

(7) By holding training courses and giving instructions before importing, provision of support
for voluntary efforts made by importers to control and maintain food sanitation to fulfill their
responsibilities as business operators handling foods

(8) When a violation of the Act has been identified, instructions on discarding relevant foods or
other measures shall be taken. In addition, measures to prevent recurrence of such violation
shall be taken, including publishing examples of violations and giving guidance to importers.

(9) In the distribution stage in the domestic market, subsequent to importation, each prefecture
(including prefectures, cities and specially designated wards that operate public health
centers; the same shall apply hereinafter) shall monitor and give guidance on imported foods.
If a quarantine station or prefectural organization identifies any violation of the Act, the
MHLW, the quarantine station and the prefecture concerned shall cooperate with each other
to take appropriate measures to ensure that the importer concerned recalls the food as soon as

possible.

4. Items subject to intensive monitoring and guidance in light of conditions in the



producing areas and other related factors
(1) Checking of imported foods based on the import-notification document submitted under
Article 27 of the Act
When the import-notification document is submitted for food importation under Article 27 of
the Act, the quarantine stations shall confirm (i) that the imported food concerned is not among
those mentioned in each item of Article 6, or in each paragraph of Article 9 or Article 16 of the
Act, (ii) that the food is not under an import ban in accordance with Article 8, paragraph 1 or
Article 17, paragraph 1 of the Act, (iii) that the additive complies with regulations under Article
10 of the Act, and (iv) that it complies with standards, by checking the import-notification-
document submitted by the importer, and in addition, as necessary, the certificate issued by the
government of the exporting country, and reports by the importer on compliance with the Act
and other regulations concerned.
(2) Monitoring inspection under Article 28 of the Act
The purposes of monitoring inspection implemented by the quarantine stations are to
extensively monitor the conditions of various imported foods in relation to food sanitation, as
well as to enhance the inspection at the time of importation when a violation has been identified.
1) Development of Monitoring Plans
To conduct intensive, effective and efficient monitoring inspections, the MHLW shall
- determine the number of imported foods subjec‘:t to monitoring inspection and items to be
monitored and inspected (hereinafter referred to as “the monitoring plan™), so that inspection
will identify violations with a certain statistical reliability, taking into account the violation
rate, the number of imported foods, their volume, and the impact of violations on public
health with respect to each food group. In addition, the MHLW_shaII make a monitoring plan,
taking into account the conditions of regulations on agricultural chemicals, etc., status of
their use and cases of detection of agricultural chemicals, etc. in other countries, in order to
steadily conduct the Positive List system. The monitoring plan for FY 2009 is shown in
Schedule 1.
2) Planned implementation of monitoring inspections

Each quarantine station shall prepare an annual plan based on the number of foods subject
to monitoring inspection assigned by the MHLW and systematically implement inspection
on the assigned number of specimens. Quarantine stations shall promptly report to the
MHLW when they find it difficult to implement the number of inspections assigned, due to
changes in import situations.

The MHLW shall properly check the circumstances of inspections based on monitoring
plans and give necessary instructions to the quarantine stations as well as finish reviewing
the monitoring plan by around the middle of FY 2009, in order to implement effective
inspections that respond to the actual import conditions.

3) Strengthening of monitoring inspections
When the MHLW receives information on the recall of a food or harm to health by a food



in a producing country or the like, or when such a food is found to violate the Act during

monitoring inspection or otherwise, or when a violation of the Act is identified through

monitoring and guidance by a prefectural organization, etc., the MHLW shall instruct the
quarantine stations to reinforce inspection of the relevant food as necessary.

For reinforcement of inspection of residual agricultural chemicals, etc., in light of the control
system for residual agricultural chemicals, etc. in exporting countries, the MHLW shall
continuously conduct monitoring inspection on a higher proportion of imported foods concerned
and for more inspection items for a certain period of time so that inspection will identify
violations with a certain statistical reliability.

(3) Inspections other than the monitoring inspection under Article 28 of the Act

The quarantine stations shall also inspect imported foods based on the import-notification
document when they are imported for the first time, when an accident occurs during
transportation, or in other necessary occasions, in addition to the inspection they conduct based
on the monitoring plan.

(4) Inspection order under Atticle 26 of the Act

When the Minister of the Health, Labour and Welfare deems it necessary in order to prevent
any harm to the food sanitation, the Minister shall order importers to have imported foods with a
‘high probability of violating the Act be inspected each time that the foods are imported.

1) Issuance of an inspection order

In the following cases and other cases, the Minister of the Health, Labour and Welfare
shall issue an inspection order concerning imported foods that are regarded to have a high
probability of violating the Act.

i. If imported foods have caused or are likely to cause harm to health in the exporting
country or in Japan, relevant imported foods imported from the same exporting country,
or by the same manufacturer or processor shall be immediately subject to an inspection
order.

ii. If the same imported foods exported from the same country or by the same
manufacturer or professor are found in the monitoring inspection to have violated the
Act several times with concern to residual agricultural chemicals, etc., all or part of the
relevant imported foods shall be subject to an inspection order, taking into account the
conditions of regulations and sanitation control in the exporting country and history of
compliance with the Act concerning the imported foods.

2) Cancellation of an inspection order

If it is found that there is no risk that foods violating the Act will be exported to Japan,
like in the following cases, the Minister shall cancel the inspection order to return the
monitoring system to an ordinary state.

i. Where the exporting country has taken preventive measures, such as investigation of
causes, issuance of new regulations corresponding to the results of investigation, and
enhancement of the condition of control of agricultural chemicals, etc. and inspection



system, and the measures have been determined to be effective through bilateral
discussions, on-site inspections and inspections at the time of importation
ii. For imported foods subject to an inspection order concerning residual agricultural
chemicals, etc. (excluding those that should not be detected) for which there have been
no violations for the last two years and the number of the imported foods inspected
under the order is more than 300, where no violation occurs when the inspection order
is temporarily cancelled and monitoring inspection is subsequently carried out on a
higher proportion of the imported foods and for more inspection items for a certain
period of time so that inspection will identify violations with a certain statistical
reliability (however, if a violation is identified during the period of reinforced
monitoring inspection, an inspection order will be issued).
(5) Comprehensive import ban under Article 8 or Article 17 of the Act
As for imported foods produced in a specific country or area, or by a specific business entity,
if the number of imported foods violating the Act stands above approximately 5% of the overall
number of those inspected, and if it is highly likely that the importation of violating foods will
continue, due to the state of food-sanitation control in the exporting country, the Minister of
Health, Labour and Welfare shall ban the importation of such foods after consulting the
Pharmaceutical Affairs and Food Sanitation Council, as long as such a ban is considered to be
specifically necessary to prevent food-sanitation problems, taking into account the extent to
which such foods may harm human health.
(6) Emergency measures based on information .on related problems from overseas
- The MHLW shall collect information on food-sanitation problems from overseas in
cooperation with related ministries in order to ensure safety of imported foods. When it finds
that foods violating the Act méy be imported into Japan, it shall check the status of their
importation into Japan. If such foods are being or actually have been imported, the MHLW shall
ask the quarantine stations and/or prefectures concerned to investigate their distribution and
inventories in Japan, ask the importer(s) to inspect and recall them if necessary, and instruct the

quarantine stations to reinforce inspection of those foods.

5. Promotion of measures to achicve better sanitation conditions in exporting countries
The MHLW shall support promotion of sanitation measures in exporting countries through

the following efforts in order to prevent any violation of the Act during the production process
in the exporting countries.
(1) Provision of information on food-sanitation regulations and related standards in Japan

The MHLW shall provide information on sample cases of violations of the Act concerning
foods that are subject to an inspection order or enhanced-monitoring inspection as well as the
results of the Plan and monitoring and guidance under the Plan in English on its website
(hereinafter referred to as “the website”). The MHLW will also link its web pages to those in
English of the Japan Extemal Trade Organization (JETRO), which describe food-sanitation



regulations in Japan, in order to promote the dissemination of information in English version.

The MHLW shall promote the understanding of Japanese food-sanitation regulations by
governments as well as producers, manufacturers and processors (hereinafter referred to as the
“producers, etc.”) in the exporting countries by providing such information through means such
as explanatory meetings to embassies etc. located in Japan when existing codes and standards
are reviewed and through seminars on food-sanitation regulations held by the Japan
International Cooperation Agency (JICA).

(2) Bilateral discussions and on-site inspections

For imported foods that are subject to inspection orders at the time of importation, as well as
those with a high probability of violating the Act, the MHLW shall ask the governments of the
exporting countries to investigate the -causes of such violations and to take corrective actions
based on the results of such investigations, through bilateral discussions and other means. In
addition, the MHEW shall promote sanitation measures, such as control of sanitation in the
production, manufacture, and processing stages, the enhancement of monitoring systems, and
the introduction of pre-export inspections in the exporting countries.

Moreover, as the majority of cases of violations were discovered in FY 2008 in which
imported foods violated Article 6 of the Act due to the presence of toxic or hazardous
substances such as mycotoxins, or Article 11 of the Act concerning residual agricultural
chemicals, etc., the MHLW plans in FY 2009 to actively demand exporting countries, especially
those whose exported foods have repeatedly violated laws and regulations, to introduce proper
food-sanitation measures. In addition, for smooth implementation of the Positive List system
and ensured sanitation for imported beef and other foods, if it is necessary to verify sanitation
measures in the production stage etc. in the exporting countries, the MHLW shall dispatch
experts to the exporting countries of the relevant imported foods in order to actively confirm the
sanitation measures in the exporting countries. Furthermore, to prevent problems from occurring,
the MHLW shall constantly collect information on sanitary measures in exporting countries and
evaluate such countries.

(3) Technical support, etc.

The MHLW and quarantine stations shall provide technical support to exporting countries as
necessary so as to contribute to the strengthening of monitoring systems and the improvement
of testing techniques for residual agricultural chemicals, etc. by dispatching experts and

accepting trainees through JICA Technical Cooperation Projects.

6. Guidance for importers on voluntary sanitation control

Atticle 8 of the Food Safety Basic Act stipulates that food business operators, including
importers must recognize their own responsibility for securing the safety of food, and calls for
taking appropriate measures at each stage of the food supply process with the necessary
measures to insure food safety. Also, Article 3, paragraph 1 of the Act stipulates that it is the
responsibility of food business operators, including importers, to acquire the necessary



knowledge and technology, to ensure the safety of raw materials, and to implement voluntary
checks for the purpose of ensuring the safety of imported foods at their own discretion.

Based on this, the quarantine stations shall promote voluntary sanitation controls for
importers, through the following- guidance and measures in order to prevent violations of the
Act before they occur.

(1) Basic guidance for importers

The quarantine stations shall make sure that importers have a thorough understanding of the
regulations on food sanitation and their responsibilities as importers, such as compliance with
statutory import procedures, inspection systems, standards, and provision of sanitation
certificates that must be attached to imported foods. For the purpose of promoting voluntary
activities by the importers with the aim of improving sanitation control, the quarantine stations
shall. give guidance to importers through seminars, or upon the submission of import
notification, along with providing to importers, when it is deemed appropriate, information on
violating imported foods, food-sanitation regulatory systems in the exporting countries, and
other information obtained from the producers, thereby supporting the importers in achieving a
greater level of safety for imported foods.

The basic items of guidance for importers are listed in Schedule 2. Additional guidance shall
be given depending on the types of imported foods that the importers handle, and the relevant
exporting countries. Especially for processed food, importers will be instructed to conduct
necessary confirmation in the exporting countries at the stages of acquiring raw materials,
production and processing, storing, and transportation based on the “Guidelines on Hygiene
Control of Import Processed Foods” and taking consideration of the circumstances of
development and implementation of restrictions regarding food hygiene and hygiene control
standards for manufacturers in exporting countries.

Furthermore, the quarantine stations provide complete instructions for checking that
production etc. of imported foods are not illegal in exporting countries and that raw materials,
additives, manufacturing process, inspection data, and all other aspects conform to the Act. The
ministry performs examinations and develops testing methods related to residual agricultural
chemicals, etc. in processed foods that contribute to the importers' verification of management
of raw materials.

In addition, the quarantine stations provide instructions for making proper
import-notification documents based on accurate and the latest information obtained from
producers or manufactures. At the same time, especially for cases of continuing imports, the
quarantine stations provide instructions to sufficiently confirm that there are no changes in raw
materials and manufacturing process and that results of voluntary inspections presented in the
notification and the actual goods are the same.

Whenever specifications and standards are revised, inspection is enhanced, sales are
prohibited, or otherwise related changes are made, the quarantine stations shall provide

importers with the necessary information.



(2) Pre-import guidance

Based on the guidance principles for importers mentioned in (1), the quarantine stations shall
instruct importers that they should obtain materials from the producers and manufactures to
check the safety of the food to be imported and whether it contains drug substances regulated
under the Pharmaceutical Affairs Act (Act No. 145 of 1960), prior to importation. In particular,
the quarantine stations shall actively recommend through their websites and/or seminars that
importers consult with them before first importing food that falls in the same category as
products with previous violations.

(3) When a violation is identified through pre-import guidance

When an importer finds out through a pre-import safety check that the food being imported
does not comply with the Act, the quarantine stations shall instruct the importers to take
appropriate measures to achieve compliance, and to delay importation until improvements have
been made.

If the food is proven to comply with the Act through documents, etc. as a result of the
improvements, the relevant quarantine station shall instruct the importer, as necessary, to
confirm that the food actually meets the required standards, by such means as the importation of
samples.

(4) Voluntary inspection

The first time a food is imported, the quarantine stations shall instruct importers to conduct
voluntary checks on required items to confirm that the food complies with the Act, based on
standards for constituents of the food, and/or the use of additives. If the importer plans to import
the food on a regular basis, the relevant quarantine station shall instruct the importer to conduct
regular voluntary checks, combined with the regular confirmation of standards for constituents
and additives in that food, and with reference to violation information of similar foods, in
consideration of the frequency of the planned importation, as well as in accordance with the
guidance principle for importers mentioned in (1).

(5) Preparing and retaining records of imported foods

The quarantine stations shall instruct importers to properly prepare and retain records of the
importation, sales and other details for the imported foods in order to allow the quarantine
stations to check and identify the conditions of import and distribution of those foods at all
times. The quarantine stations shall also instruct importers to assure that relevant information be
immediately provided to the quarantine stations and prefectures concerned when a violation of
the Act has been identified.

(6) Appropriate labels

The quarantine stations shall instruct the importers to consult in advance with the prefectures
that have jurisdiction over their locations as necessary, so that labels such as proper expiration
dates on imported foods will meet and satisfy the provisions of applicable laws and regulations
in Japan.

(7) Enhancement of knowledge of food sanitation among importers, customs brokers, and



bonded warehouse operators

The quarantine stations shall hold seminars for importers, customs brokers, and bonded
warehouse operators concerning the instructed items in (1) - (6) and make them dispatch their
staff members who handle imported foods to seminars held by the associated organizations to
improve their knowledge of food sanitation for the purpose of ensuring the safety of imported
foods.

7. When a violation or the like has been identified
(1) When a violation has been identified in an inspection at the time of importation or other
inspection

The quarantine station that has accepted the import notification for the relevant food(s), the
MHLW, and/or the prefecture(s) concerned shall mutually cooperate in instructing the importer
to dispose of, return or convert the relevant food(s) to uses other than for food or otherwise
promptly recall the relevant food(s), and in implementing other required measures including the
reinforcement of inspection upon importation.

1) If a food that has been identified as violating the Act has not yet cleared customs

The quarantine stations shall instruct the importers. to discard, return or otherwise respond
as necessary.

2) If a food that has been identified as violating the Act has already cleared customs
The prefectures that have jurisdiction over the locations of importers shall instruct them
to recall the food.
- To ensure smooth recall based on instructions from the prefecture(s), the quarantine
station shall immediately report the lot numbers, name and address of the importer, and other
information on the violating food (hereinafter referred to as “information on the violating
food”) to the MHLW. The MHLW shall also ask the prefecture that has jurisdiction over the
location of the importer to ensure that recall by the importer and other necessary measures
are appropriately taken.
If all the foods subsequent to customs clearance are still stored in a bonded warehouse,
the quarantine station shall, in addition to the above measures, temporarily instruct the
importer to discard, return or otherwise deal with all the stored foods as necessary, and to
follow the instructions from the prefecture that has jurisdiction over its location.
(2) When a violation of the Act has been identified in an inspection when the food is put into

distribution in the domestic market

If the ministry receives correspondence from a prefectural organization identifying a
violation of the Act with concern to an imported food when the food is put into distribution in
the domestic market as a result of removal inspections and/or voluntary inspections of sales, the
MHLW shall in turn provide the quarantine station concerned with information on the violating
food. The MHLW shall also take any necessary measures based on that information, such as
enhancement of import inspections. Also, if there is information on health hazards that originate



from imported food, MHLW shall promptly report foods for later importation to quarantine
stations and foods in domestic distribution to prefectural organizations and take other necessary
measures to prevent further expansion of damage.

(3) Instruction to importers to prevent the recurrence of violations

The quarantine stations shall require the importers who have violated the Act to take the
following actions to prevent the recurrence of such a violation.

1) Inspection and reports of the cause of violation

The importer should investigate the causes of the violation and immediately report the
results to the quarantine station. The importer shall report the progress of the investigation to
the quarantine station if the causes of the violation are still not identified after thiree months
have passed since the discovery of the violation.

2) Report of improvement results at the time of reopening imports

When the importer plans to import the same food again, the importer must investigate the
causes as mentioned in 1), and confirm that the corrective action has already been taken. The
importer shall also carry out field investigations in the exporting country as necessary, as
well as inspections and/or sample checks for each check item that did not previously comply
with the Act, and report the corrective action to the quarantine station.

(4) Prohibition or suspension of business of importers based on provisions in Article 55 of the
Act

For the purpose of ensuring food safety, the MHLW may order a prohibition or suspension
of business with respect to importers who commit repeated violations, or food importers, etc.
who have caused harm or posed risks to public health by violating the Act, in accordance with
Article 55, paragraph 2 of the Act (hereinafter referred to as the “prohibition or suspension of
business of importers™), in order to make them improve the causes of the violation, prevent
recurrence, and take other required sanitary measures.

In addition, the MHLW shall instruct importers who have violated the Act for more than
about 5% of all cases of importation and have become subject to consideration on the
prohibition or suspension of business of importers to ensure that they do not commit repeated
violations of the Act, based on the guidelines for the prohibition or suspension of business of
importers under Article 55, paragraph 2 of the Act. Quarantine stations will strengthen
monitoring inspections of foods imported by such importers in accordance with the details of
violation, and will verify measures to prevent recurrence by the concerned importers.

(5) Indictments for malicious cases

The quarantine stations may indict if a violation is serious and malicious, for example,
submission of a false import notification document and illegal importation of foods violating the
Act and or foods with a high probability of suspicion, as well as make a publication of such
indictments.

(6) Publication of cases of violations
In accordance with the provision in Article 63 of the Act, the MHLW shall promptly list the



/_/

names and addresses of importers who have violated the Act or any actions taken under the Act,
as well as the names of the violating imported foods on the MHLW website, for the purpose of
disclosing information to the public regarding any potential harm from the viewpoint of food
sanitation. (In principle, the list includes importers who are subject to administrative actions in
writing due to the violation. However, if the violation is not very serious and if the importer
remedies it immediately, such importers are excluded from the list.) In addition to the listing of
the names of violating importers, measures taken against food violations, such as disposal or
recall, and corrective actions and causes of the violations shall also be published as soon as the

information is available.

8. Provision of information to the public and other persons concerned

On its website and by other means, the MHLW and/or quarantine stations shall provide the
general public and other persons concerned with information on ensuring the safety of imported
foods.
(1) Provision of information concerning the monitoring plan etc.

The quarantine stations shall inform importers, customs brokers and bonded warehouse
operators of the monitoring plan, the issuance of inspection orders and notices on the
enhancement of inspections and other matters in order to ensure smooth implementation of
monitoring and guidance under the Plan.

The MHLW shall also publish information on the monitoring plan, the issuance of inspection
orders and the enhancement of inspections.

(2) Announcement of the results of monitoring implemented in accordance with the Plan

The MHLW shall publish a summary of monitoring inspection status based on this plan
around June of the following fiscal year. The summary shall include the actual implementation
of monitoring inspections and other inspections under inspection orders on imported foods, the
results of these inspections, monitoring and guidance given to the importers, their brief results,
and the actual implementation of sanitary measures taken in exporting countries with their
results. The situation in the middle of the fiscal year (April to September) shall also be
published about November.

(3) Efforts for risk communication concerning food safety

The MHLW shall provide information to and exchange information with consumers,
business operators, etc. on the details of the plan and the status of monitoring and guidance on
imported foods through efforts for risk communication concerning food safety and strive to gain

appropriate understanding of food safety etc.

(4) Others

The quarantine stations shall conduct activities, such as allowing general consumers to visit
them, as long as their operations such as monitoring and instruction are not obstructed, for the
purpose of gaining broad public understanding of the actual conditions of monitoring and



guidance on imported foods.

9. Other matters necessary for the implementation of monitoring and guidance
(1) Development and skill enhancement of personnel in charge of food sanitation

The MHLW shall hold seminars and training to improve the knowledge and skills with
regard to food sanitation inspectors at quarantine stations who are engaged in monitoring,
guidance, testing and inspection at the stations.
(2) Checking tests and inspections of foods implemented by quarantine stations

The MHLW and quarantine stations shall implement systematic checks and instructions on
the control of tests and inspections, to ensure that monitoring inspection and other related

operations are conducted appropriately.



Schedule 1

. L. of Number of inspection Total number of Inspection
Food type Category of inspection items . 2 . *2
specimens specimens
Livestock foods Antibacterial substances 2,150
Beef, pork, chicken, horse meat, poultry meat, and other ~ ]Residual agricultural chemicals 1,900 4,750
meats Standards for constituents 700
) Antibacterial substances 2,700
Processed livestock foods . . Residual agricultural chemicals 1,050
Natural cheeses, processed meat products, ice cream, frozen — 7,100
products (meat products), and other products Additives 1’?’ 00
’ Standards for constituents 2,050
Antibacterial substances 2,300
Se‘:afood products . Residual agricultural chemicals 2,100
Bivalves, fish, shellfish (shrimps, prawns, crabs) and other — 5,250
products Additives 250
Standards for constituents 600
Processed seafood Antibacterial substances 4,350
Processed fish products (fillet, dried or minced fish, etc.), [Residual agricultural chemicals 2,250 12.100
frozen products (aquatic animals and fish), processed fish | Additives 1,850 ?
roe products, and other products Standards for constituents 3,650
Antibacterial substances 700
Residual agricultural chemicals 14,500
Agricultural f(.)ods Additives 350
Vegetables, fruit, wheat, barley, corn, beans, peanuts, nuts, - 20,700
seeds, and other products Standards for constituents 1,000
Mycotoxins 2,950
GMOs 700
Antibacterial substances 100
Residual agricultural chemicals 9,150
Processed agricultural foods Additives 4,300
Frozen products (processed vegetables), processed :
vegetable products, processed fruit products, spices, instant Standard? for constituents 2,650 18,900
noodles, and other products Mycotoxins 1,800
GMOs 300
Radiation irradiation 600
|Residual agricultural chemicals 200
1Other foods T
Additives 2,850
Health foods, soups, flavorings, seasonings, sweets, edible - 2 4,450
oils, fat, frozen products, and other products Standards for constituents 700
Mycotoxins 700
Residual agricultural chemicals 400
Dl:inks and beverage.s ) Additives 350
Mineral water, soft drinks, alcoholic beverages, and other - 2,350
products Standards for constituents 1,000
Mycotoxins 100
Additives
Equipment, containers and packages Standards for constituents 2,800 2,800
Toys
Antibacterial substances,
residual agricultural chemicals,
Foods subject to enhanced inspection ™ additives, standards for 5,000 5,000
constituents, mycotoxins,
GMOs, radiation irradiation
Overall total? 83,400

*1: Examples of inspection items

* Antibacterial substances: antibiotics, synthetic antibacterial agents, hormone preparations, and others
* Residual agricultural chemicals: organophosphorus, organochlorines, carbamates, pyrethroids, and ofhers

* Additives: sorbic acid, benzoic acid, sulfur dioxide, colorants, polysorbate, sodinm cyclamate, TBHQ (tert-Butylhydroquinone), fungicide, and others
» Standards for constitucnts: items defined in the standards for constituents (such as the number of bacteria, coliform bacteria, and Vibrio parahaemolyticus), pathogenic
microorganisms (such as enterohemorrhagic Escherichia coli 0157, and Listeria monocytogenes), shellfish poisons (diarrheic shellfish poisons, paralytic shellfish poisons),

and others
* Mycotoxins: aflatoxin, deoxynivalenol, patulin, and others

+ GMOs: Geneticallymodified organisms whose safety has not yet been certified

» Radiation irradiation: existence of radiation irradiation

*2: The total numbers of specimens are approximate aggregations of the numbers of inspections in the relevant inspection categories, such as antibacterial substances and

residual agricultural chemicals.

*3: Additional inspections conducted during the implementation of the plan, based on the occurrence of violations and overseas information at the fime of importation.




Schedule 2

Risk factors at the time of
importation (typical
examples)

Items to be checked in
advance

Items to be checked
regularly (including at the
time of first importation)

Items to be checked during
the transportation and
storage processes

* Containing hazardous or
foxic materials in the food
* Mixing with rotten or

* Taking measures to
prevent hazardous or toxic
materials from being.

* Ensuring that no hazardous
or toxic materials are
included, by regular testing

|* Whether any corruption or
deterioration occurred due
to accidents or improper

deteriorated matter, or included at the point of and inspection temperature control
. unclean or foreign matter  |receiving raw material and « Whether the food
Foods in manufacturing and processed by salting or other|
general (Items . .
€ processing process measures is stored outdoors
in common) for a long fi
or a long time
» Whether the any
contamination occurred with
pesticides, etc. used in the
warehouse
« Contamination by + Taking measures fo = Ensuring that no * Whether proper
pathogenic microorganism |prevent contamination by  [pathogenic microorganisms {temperature control is
pathogenic microorganisms |are present through regular [implemented {o prevent
testing and inspections harm due to the growth of
microorganisms
» Use of unapproved * Ensuring that no * Ensuring that no
additives unapproved additives are  |unapproved additives are
* Use of additives for used, including those used |used, and that the proper
unapproved purposes, or the | for raw material amount of additives is used,
use of additives that does * Ensuring that additives  |by regular testing and
not conform with the that do not comply with the linspection
standards for their use, such {standards are not used, and
as overuse that the appropriate amount
is used
* Non-conformity with * Ensuring that standards for* Ensuring that no change |* Compliance with storage
|standards (soft drinks, meat |constituents, manufacturing |has been made in the standards L
products, frozen foods, and [and processing standards, |manufacturing process and | Checking whether any
other products) and other standards are'met |the raw materials accident has occurred
* Ensuring that no * Ensuring conformity with
sterilization by irradiation, [the standards for
etc. is conducted (excluding |constituents, by regular
those for controlling |testing and inspection
germination of potatoes) * Ensuring compliance with
» Asking manufacturers and jthe Food Sanitation Act, by
producers to provide the checking the final products
formal names and
percentages of raw materials
and additives used in the
manufacturing process and
the final products
« Ensuring that the final
product conforms with the
Food Sanitation Act by
testing and inspection, as
necessary
Agricultural |* Mycotoxins such as + Taking measures to « Ensuring that no * Whether proper control of
products and |aflratoxin and patulin prevent mold from growing [mycotoxins are present by [temperature and humidity is
related (cereals, beans, spices, apple|at the time of ingathering  |regular testing and carried out to prevent the
processed juice, etc.) and transportation/storage  |inspection growth of mold

foods




» Natural poisons such as |+ Checking whether any + Ensuring that no natural
cyanogenic glycosides natural poisons are present {poisons are present by

in the food regular testing and

* Measures should be taken |inspection

to remove any natural
poisons during the
manufacturing, processing
and other processes

¢ Taking measures to
prevent any hazardous or
toxic plants from being

included
+ Radioactive contamination |* Ensuring that the ¢ Checking the level of
(mushrooms, herbs, etc.) harvesting area is not radioactivity by regular
contaminated by testing and inspection
radioactivity
« Pathogenic » Taking measures to * Ensuring that no » Whether proper
microorganisms such as prevent contamination by  [pathogenic microorganisms |temperature control is
Enterohemorrhagic pathogenic microorganisms |are present by regular carried out to prevent harm
Escherichia coli 0157 (fresh testing and inspection due to the growth of any
vegetables) microorganisms
= Residual agricultural * Checking how agricultural |+ Ensuring compliance with | Checking whether any
chemicals chemicals are used proper use and dosage of  {agricultural chemicals were
= Raw materials of agricultural chemicals, used after ingathering
processed foods must before and after ingathering
conform with residue * Ensuring that residual
standards agricultural chemicals are

below proper levels, by
regular testing and

inspection
* GMO foods whose safety [+ Checking whether GMO |+ Ensuring that no GMO » Whether proper control is
has not been certified (corn, [food has been approved good whose safety has not |carried out
papaya, etc.) » Taking measures to |been certified is included
prevent any uncertified through regular testing and
GMO food from being inspection
included

* Use of additives that may |+ Ensuring that no colorant, |» Checking the types of
mislead consumers in the  |bleach, or other additives additives used through
determination of quality and |that may mislead consumers |regular testing and
freshness (fresh vegetables) {in the determination of inspection

quality or freshness have
been used




Livestock
products and
related
processed
foods

« Pathogenic
microorganisms such as
Enterohemorrhagic
Escherichia coli 0157 and
listeria (meat, natural
cheeses, etc.)

» Taking measures to
prevent contamination by
pathogenic microorganisms

« Ensuring that no
pathogenic microorganisms
are present through regular

|testing and inspections

* Whether proper
temperature control is
implemented to prevent
harm due to the growth of
microorganisms

« Radioactive contamination
(reindeer meat, beef
extracts, etc.)

* Ensuring producing area is
not contaminated by
radioactivity

» Checking the level of
radioactivity by regular
testing and inspection

« Errors concerning
sanitation certificates (meat
and meat products)

* Checking each item on the
sanitation certificate issued
by the governmental agency
of the producing and/or
exporting couniry

* Ensuring that a complete
sanitation certificate is
attached

» Bovine spongiform
encephalopathy (beef and
beef-derived products)

* The producing area is not
a country or area from
which import is prohibited

* No specified risk material
(SRM) is included in the
product

* No beef, etc. originated
from countries or areas from
which import is prohibited -
is included or used

* Bovine spongiform
encephalopathy (muiton,
goat meat, etc.)

« No BSE animal has been
found in the producing area
* No specified risk material
(SRM) is included in the
product

{and feedstuff additives

* Residual agricultural
chemicals, veterinary drugs,

« Checking how agricultural
chemicals, veterinary drugs
and/or feedstuff additives
were used

» Raw materials of
processed foods must
conform with residue
standards

« Checking compliance with
proper dose, administration,
and drug holidays for
veterinary drugs and
feedstuff

additives

* Checking levels of residual
agricultural chemicals,
veterinary drugs, and
feedstuff additives, by
regular testing and
inspection

« Use of additives that may
mislead consumers in the
determination of quality and
freshness (meat)

* Ensuring that no colorant
or other additives that may
mislead consumers in the
determination of quality or
freshness have been used

* Checking the types of
additives used through
regular testing and
inspection

Seafood and
processed
seafood

« Pathogenic
microorganisms such as
Vibrio parahaemolyticus
(fillet, shelled and/or peeled
fish and shellfish to be eaten
TaW)

» Taking measures {0
prevent contamination by
pathogenic microorganisms
in cleaning water used at
processing plants, etc.

* Compliance with
processing standards

* Ensuring that no
pathogenic microorganisms
are present through regular
testing and inspections

+ Compliance with storage
standards

« Whether proper
temperature control is
carried out to prevent harm
due to the growth of any
microorganisms




* Non-conformity with
standards for constituents,
standards for processing;
and standards for storage for
oysters eaten raw

* Checking whether the
standards for processing in

the same level as in Japan

the producing country are at

« Ensuring conformity with
the standards for
constituents by regular
testing and inspection

» Compliance with storage
standards

» Diarrheic shellfish poisons
or paralytic shellfish
poigons (shellfish)

» Checking that clams are
gathered in sea areas where
proper monitoring of
shellfish poisoning is
implemented

* Ensuring that no shellfish
poisons are present by
regular testing and
inspection

* Mixing with poisonous
blowfish

* Ensuring that only fish of
the approved type(s) are
imported

= Taking measures to
prevent different types of
blowfish from being mixed
in, through proper
identification of fish types

« Checking the certificates
issued by the governmental
agency of the exporting
country

* Ensuring that no different
types of blowfish are
included, through proper
identification of fish types

» Mixing with poisonous
fish such as fish with
ciguatoxin (southern
groupers, parrot fish,
barracudas, etc.)

* Checking the seas where
the fish are caught
+ Taking measures to

being mixed in, through
proper identification of fish
types

prevent poisonous fish from

» Ensuring that no poisonous
fish are included, through
proper identification of fish

types

* Residual veterinary drugs
and feedstuff additives

» Checking on the use of
veterinary drugs

* Raw materials of
processed foods must
conform with the residue
standards

* Checking compliance with
proper dose, administration,
and drug holidays for
veterinary drugs and
feedstuff additives

* Checking the levels of
residual veterinary drugs
and feedstuff additives, by
regular testing and
inspection’

» Use of additives that may
mislead consurmers in the
determination of quality and
freshness (fresh fish and
shellfish)

* Ensuring that no colorant,
carbon monoxide or other
additives that may mislead
consumers in the
determination of quality or
freshness have been used

* Checking the types of
additives used, by regular
testing and inspection

* Checking the color of the
product (scarlet, etc.)

Health foods
in general

* Containing drug substance

* Ensuring that no drug
substances designated by
the Pharmaceutical Affairs
Act are included

* Checking the history of
ingestion in the exporting

country

* Ensuring that no drug
substance is included by
testing and inspection




Additives and
their
preparation

° Use of unapproved
additive
 Non-conformity with the
standards

* Checking the correct
names of the additives and
their types of source
materials and extractants

* Checking the formal
names and content rates if
additive preparation is used
» Ensuring that no
unapproved additives are
used

* Ensuring that the product
conforms to the related
standards, such as standards
for constituents and
manufacturing standards

* Ensuring conformity with
the standards for
constituents, by regular
testing and inspection

 Checking compliance with
storage standards

Equipment,
containers and
packages, and
toys

* Non-conformity with
standards

« Checking the materials,
shape, colors and patterns,
targeted ages, and the
purpose of use

* Ensuring that the product
conforms with related
standards, such as general
standards for raw materials,
standards for each material,
standards for each purpose
of use, and manufacturing
standards

* Ensuring that the raw
materials conform with
general standards for raw
materials and standards for
each material, by regular
testing and inspection




Annex 2

Duplicate

Notice No. 0325002 of the Department of Food Safety
March 25, 2009

To: Prefectural Governors
Mayors of cities that operate public health centers

Mayors of specially designated wards

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

Development of Imported Foods Monitoring and Guidance Plan for FY 2009

Based on the implementation guidelines for monitoring and guidance on food
sanitation (Notification No. 301 of the Ministry of Health, Labour and Welfare, 2003), the
government developed the Imported Foods Monitoring and Guidance Plan for FY 2009
(hereinafter referred to as “the Imported Foods Monitoring and Guidance Plan for FY 2009™), as
described in the Annex, under Article 23, paragraph 1 of the Food Sanitation Act (Act No. 233
of 1947). The Imported Foods Monitoring and Guidance Plan for FY 2008 concerns the
monitoring and guidance of imported foods, additives, equipment, containers and packages by
the national government, and was published in an official gazette in accordance with paragraph
3 of the same Article.

We would ask prefectures, etc. to use the Imported Foods Monitoring and
Guidance Plan for FY 2009 as a reference when monitoring imported foods, etc. that are
distributed in the domestic market and giving guidance to importers, as well as to
provide cooperation for smooth implementation of monitoring and guidance under the
Imported Foods Monitoring and Guidance Plan for FY 2009.






Notice No. 0330008 of the Office of Imported Food Safety
March 30, 2009

To: Head of each quarantine station

From: Head of the Office of Import Food Safety,
Inspection and Safety Division,

Department Food Safety,

Pharmaceutical and Food Safety Bureau

(Seal Omitted)

Implementation of “Imported Foods Monitoring Plan for FY 2009”

We appreciate your efforts to realize and smoothly implement the monitoring
inspections on imported foods based on the annexed Imported Foods Monitoring and
Guidance Plan for FY 2009.

Separate instructions shall be given on the inspection reinforcement during the
current interim FY, which will be conducted when the Food Sanitation Act concerning
residual agricultural chemicals, etc. has been violated.

Therefore, Notice No. 0301004 of the Office of Import Food Safety dated on
Maich 1, 2007, shall expire upon the publication of this Notice.



Annex

Imported Foods Monitoring Plan for FY 2009

I. Implementation Guidelines for Monitoring Inspections Concerning Imported
Foods (common items) ‘

1. Implementation period
From April 1, 2009, to March 31, 2010

2. Targets
(1) Targeted foods
A. Foods listed in'Schedule 1, excluding the foods indicated below.
(a) Defective items
(b) Returned shipments
(c) Foods reported by customs officers as having a food sanitation problem
(d) Food that are being imported into Japan for the first time
B. Also targeted are: i) foods with an inspection report issued by an inspection
organization registered with the Minister of Health, Labour and Welfare, or by an
official inspection organization in the exporting country; ii) foods registered on a
pre-checking system for imported foods; and iii) the same foods that are
continuously imported, with previous inspection reports.
(2) Items to be inspected
Regarding the food groups specified in Schedule 1, inspection must be conducted
on items specified in ordinances or notifications of the Ministry of Health, Labour
and Welfare, i.e. additives, toxic and hazardous substances, and pathogenic
microorganisms, etc.
(3) Number of specimens
Follow the guidelines in Schedule 1, and develop an annual plan for systematic
implementation of the inspections, based on the items and numbers to be inspected
for each food type, assigned separately, to each quarantine station by the Office of
Quarantine Stations Administration, Policy Planning and Communication Division.
If, considering the situation with regard to importation and/or violation of the
Food Sanitation Act (hereinafter referred to as “the Act” for items whose import
volume has surged compared to an average year or items whose impoft was newly
approved, an mspection is deemed necessary, an inspection should be implemented
at any time regardless of Schedule 1.
Further, regarding instructions given to manufacturers, exporters, or packagers to



enhance monitoring inspections after violating the Act conceming residual
agricultural chemicals and to conduct voluntary inspections after violating relevant
Acts, in principle usual monitoring will be carried out when one year has passed
from the day enhanced monitoring was enforced and/or after 60 or more enhanced
inspections have found that the same violation has not been committed again.
Directions for these cases shall be given separately.

In order to carry out monitoring efficiently and effectively, more than one
mspection should be implemented for one specimen.

3. Inspection methods
(1) Collection of specimens

Specimens shall be collected according to Schedule 2, in line with Article 28 of
the Act. The specimens shall be collected from randomly selected inspection targets,
under instructions from the food sanitation monitors, so that the specimens will be
appropriately representative of the entire lot.

Specimens shall be collected according to the standard operating procedures for
specimen handling, and the collection methods, the cargo types of collected products,
and indications on them shall be recorded in detail.

(2) Methods of testing

Select an appropriate method from the methods listed below, in consideration of

the properties of each food, and perform the inspection accurately and promptly
_ according to the standard operating procedures.

A. Testing methods defined by the Specification and Standards for Foods and Food
Additives (Notification No. 370 of the Ministry of Health and Welfare, December
28, 1959) (hereinafter referred to as the “notified method”)

B. Testing methods defined by the Ministerial Ordinance Concerning the Standards
for Constituents of Milk and Dairy Products (Ministerial Ordinance No. 52 of the
Ministry of Health and Welfare, December 27, 1951)

C. Testing methods defined by the Notices from Directors of Departments in the
Ministry of Health, Labour and Welfare

D. Testing methods described in “Inspection Guidelines for Food Sanitation”,
supervised by the Ministry of Health, Labour and Welfare

E. Testing methods described in “Standard Methods of  Analysis for Hygienic
Chemists, Annotation”, edited by the Pharmaceutical Society of Japan

F. Other reliable testing methods such as the AOAC methods
In addition to the testing methods listed above, testing may be conducted using a

method possessing specificity, and also a performance equivalent or superior in

terms of accuracy, precision and quantitation limit compared to testing methods

indicated in notices, etc.



4. Delivery of specimens to testing institutions

Specimens collected by quarantine -stations shall be delivered, maintaining a
condition of storage appropriate for testing, to the individual divisions in charge of
inspection, as separately specified by the Office of Quarantine Stations Administration,
Policy Planning and Communication Division.

Sufficient prior coordination is required with the representative of the receiving
organization, so that the specimens are sent and received appropriately, and that the
testing of them can be carried out smoothly.

5. Reporting results
If a violation is found in the monitoring inspection, importers should be provided
with instructions to investigate the cargo status, and reports on the violation should be
promptly submitted to the Office of Import Food Safety by way of the Office of
Quarantine Stations Administration, Policy Planning and Communication Division,
using the form for reporting violation of the Act. .
6. Other precautions
(1) Sampling of inspection targets

It should be noted that: import declarations should be randomly selected to
perform the relevant monitoring inspections; inspections should not be biased
towards certain importers or otherwise, nor may inspections be canceled at the
request of the importer.

(2) Collection of specimens from bulk cargo

For grains, beans and other products in bulk, take necessary measures including
instructing the importers to make declarations prior to the arrival of cargo so that
the importation status can be identified in sufficient time.

Also obtain information as to the time and place available for the collection of
inspection specimens, and the destination(s) of cargo in the same hold, to develop
collection plans promptly, and notify the relevant importers of them.

(3) Inspection on residual agricultural chemicals in processed foods (excluding simple
processing)

A. Half of collected specimens shall be evenly homogenized for inspections as
product, and the rest shall be stored without homogenization.

B. If residual agricultural chemicals are detected as a result of an inspection, the
cause of detection shall be confirmed, and the conformity to the Specification and
Standards shall be determined upon consideration of the standard value for
residuals in raw materials, composition of ingredients, and production and
processing method, etc.



C. In the cases where a cause of detection from the product is unknown or where
inspection at product level is difficult, inspection shall be individually carried out
on physically separable ingredients.



IL. Implementation Guidelines for Monitoring Inspection of Livestock and Aquatic
Foods

1. Targeted foods
(1) Livestock and aquatic foods, and their processed products

A. Meat (including internal organs)

B. Processed meat products

C. Poultry eggs

D. Cheeses and other milk/dairy products

E. Honey-related products (honey, royal jelly, pollen, etc.)

F. Aquatic foods (fish (such as eel, salmon/trout and flounder), aquatic animals (such
as prawns, squid and octopus), and shellfish (excluding scallops consisting of
adductor muscle only), etc.)

(2) Items to be inspected and the number of specimens

A. Antibiotics, etc.

Items subject to inspections are as listed in Schedule 4 and inspections are
performed on the items subject to analysis as described in each test method. The
number of inspections is as listed in Schedule 1.

B. Residual agricultural chemicals

‘ Items subject to inspections are as listed in Schedule 5 and inspections are
performed on the items subject to analysis as described in each test method. The
number of inspections is as listed in Schedule 1.

C. Others

(a) Enterohemorrhagic E. coli 0157 and 026
Number of Inspections: Beef — 598 inspections; Horse meat — 59
inspections; Unheated meat products to be consumed without further cooking

— 119 inspections; Natural cheese — 119 inspections
(b) Listeria

Number of Inspections: Unheated meat products to be consumed without
further cooking — 119 inspections; Natural cheese — 299 inspections
(c) Norovirus _
Number of Inspections: Bivalves to be eaten raw — 119 inspections;

Shellfish other than bivalves to be eaten raw — 29 inspections

(d) Hepatitis A Virus
Number of Inspections: Bivalves to be eaten raw — 119 inspections;

Shellfish other than bivalves to be eaten raw — 29 inspections

(e) Paralytic Shellfish Poison, Diarrheic Shellfish Poison
Number of Inspections: Bivalves — 299 inspections; Shellfish other than
bivalves — 59 inspections



(f) Mercury
Number of Inspections: Fish and shellfish — 299 inspections

(g) PCB
Number of Inspections: Beef — 59 inspections; Pork — 59 inspéctions; Fish
and shellfish — 119 inspections -
(h) Pufferfish being mixed
Number of Inspections: Dried thread-sail filefish product — 29 inspections;
Sliced anglerfish — 29 inspections;

2. Inspection methods
(1) Collection of specimens
A. Collect the specimens as specified in “Residual hazardous substances in livestock
and aquatic foods” in Schedule 2 for residual agricultural chemicals, such as
antibacterial substances (excluding high grade processed food), mercury and PCB.
The quantity declared in each import declaration shall be handled as one lot.
B. The collected specimens shall be delivered to the testing institution in a frozen
state and handled accordingly.
(2) Methods of testing
Regarding any items to be inspected which are not indicated below, testing shall
be carried out according to the notified method or “Testing Methods for Constituent
Substances of Residual Agricultural Chemicals, Feedstuff Additives and Veterinary
Drugs in Food” in Notice No. 0124001 from the Department of Food Safety, dated
January 24, 2005 (hereinafter referred to as “Notice on Testing Methods for
Residual Agricultural Chemicals™).
A. Antibiotics
Testing shall be carried out according to “Simple Inspection Methods for
Residual Antibiotics in Livestock and Aquatic Foods (Revision)” in Notice
Einyu No. 113, dated July 13, 1994. If a specimen tests positive, it must be
further examined according to “Fractional Estimation Methods for Residual
Antibiotics in Livestock and Aquatic Foods (Revision)” described in the same
Notice.
If the specimen tests positive for both methods, the positive substance must be
identified and quantified.
B. Residual agricultural chemicals
Testing on processed foods (excluding simple processing) shall be carried out
according to an inspection method specified separately.
C. Streptomycin
Honey shall be examined according to Attachment 2 in Annex 2 of the Notice
No. 0329005 from the Inspection and Safety Division dated March 29, 2002.



D. Nitrofurans
Testing shall be carried out on AOZ (3-amino-2-oxazolidinone),
1-aminohydantoin, 3-amino-5-morpholinomethyl-2-oxazolidinone and
nitrofurazone, according to the Notification method.
E. Enterohaemorrhagic Escherichia coli 0157 and 026
Testing shall be carried out according to the “Detection Method for
Enterohemorrhagic E. coli O-157 and O-26 in Foods,” which was annexed in the
“Detection Methods for Enterohemorrhagic E. coli 0-157 and 0-26.” (Notice No.
1102006 from the Inspection and Safety Division, dated November 2, 2006)
F. Listeria monocytogenes
Testing shall be carried out according to “Prevention of Contaminations of
Milk and Dairy Products by Listeria” in Notice Einyu No. 169, dated August 2,
1993,
G. Norovirus
Testing shall be carried out according to “Detection Method for Norovirus”
(Notice No. 1105001 from the Inspection and Safety Department, dated
November 5, 2003).
H. Hepatitis A virus
Testing shall be carried out according to “Method of Inspection for Hepatitis
A Virus in Food and Feces” (Notice No. 0816001 from the Inspection and Safety
Division, dated August 16, 2002).
1 Paralytic shellfish poison and diarthetic shellfish poison
Testing for paralytic shellfish poisons shall be carried out according to
“Method of Inspecting for Shellfish Poison” in Notice Kannyu No. 30, dated
July 1, 1980, while diarrhetic shellfish poisons shall be tested according to
“Method of Inspecting for Diarretic Shellfish Poison” in Notice Kannyu No. 37,
dated May 19, 1981.
J. Mercury
Testing for mercury shall be carried out according to Attachments 1 and 2 of
Notice Kannyu No. 99, dated July 23, 1973.
K. PCB
Testing for PCB shall be carried out according to the method of analysis
described in Notice Kanshoku No. 442, dated August 24, 1972.
L. Pufferfish being mixed
Testing for pufferfish shall be carried out according to “Testing method for
pufferfish in imported processed fish products,” Notice No. 0330003 of the
Office of Imported Food Safety, dated March 30, 20009.



IIL. Implementation Guidelines for the Monitoring Inspection of Vibrio
Parahaemolyticus Related to Fresh Fish and Shellfish to be Eaten Raw

1. Implementation period, and targets of the inspection
(1) Food products subject to enhanced inspection
A. Implementation period
From June 1 to October 31, 2009
B. Targeted foods
(a) Foods in which violations concerning Vibrio parahaemolyticus were identified,
in the monitoring inspection conducted at the quarantine stations in FY 2008.
a. Atk shells from South Korea to be eaten raw
b. Sea urchin from the Philippines to be eaten raw
(b) Foods in which violations conceming Vibrio parahaemolyticus were not
identified in the monitoring inspection of FY 2008, but in which violations
were identified in the inspection of FY 2007.
Fan shells from South Korea to be eaten raw
(c) If a legal violation is identified in a food in 1.(2) below, the relevant food of
the relevant country in legal violation shall be thereafter handled as “Food
products subject to enhanced inspection” of 1.(1) above.
(2) Food products other than those subject to enhanced inspection
A. Implementation period
From April 1, 2009, to March 31,2010
~ B. Targeted foods
Boiled octopus and crabs (limited to the ones to be eaten without. heating);
fresh fish. and shellfish to be eaten raw; oysters to be eaten raw (limited to
shelled ones); and frozen food products (limited to frozen fish and shellfish to be
eaten raw); in relation to which the constituent standards for Vibrio
parahaemolyticus are established in “Specifications and Standards for Foods and
Food Additives” (Notification No. 370, issued by the Ministry of Health and
Welfare in December 1959).
(3) Items to be mspected
Vibrio parahaemolyticus
(4) Number of specimens
Inspections shall be carried out for every import declaration for the foods
specified as targeted foods in (a) and (c) of 1.(1) B. above during the designated
period, and for 30% of all import declarations for the foods specified in (b) of 1.(1)
B. above. Outside the designated period, testing for both 1. (1) and (2) shall be
carried out within the range of the numbers of specimens for each item, specified in
the “Standards for constituents” for processed seafood in Schedule 1.



2. Inspection methods
(1) Collection of the specimens
Specimens shall be collected according to “Microorganisms” in the inspection
items of Schedule 2.
(2) Methods of testing
Testing shall be carried out according to the notified method. Among the testing
methods concerning Vibrio parahaemolyticus, the “identification method” and the
“inspection method that is recognized to have equivalent or better performance”
shall conform with the provision of Notice No. 23 from the Standard and Evaluation
Division, dated June 29, 2001.

3. Other
(1) Sampling of inspection targets
In the collection of specimens of foods specified in 1. (2), be very efficient,
especially in summer, mainly for sea urchins to be eaten raw and shellfish with a
high risk of contamination, in careful consideration of the food types, the exporting
countries, the treating facilities, the importers, and past inspection records.
(2) Issuance of certificates indicating that the food import declaration has been
submitted
The certificates indicating that the food import declaration has been submitted
may be issued for all food products that have completed the inspection, before the
results of the inspection are obtained. However, attention should be paid to the
following points in the issuance:

A. With regard to the food products specified in 1. (1), in order to prevent food
poisoning from occurring, importers shall be instructed to suspend the sale of
those food products to be eaten raw, to retailers and consumers until the
inspection results are obtained.

B. With regard to the food products specified in 1. (2) above, instructions shall be
provided to importers in advance that they obtain information on the storage and
distribution of the products concemed. The purpose of this measure is to make
possible an immediate backward traceability investigation and recall of the
relevant products, if it is verified that the products are in violation of the Act.

(3) Handling of food detected to contain Vibrio parahaemolyticus not exceeding the
threshold value
With regard to fresh fish and shellfish to be eaten raw, oysters to be eaten raw

(limited to shelled ones), and frozen food products (limited to frozen fish and

shellfish to be eaten raw), if the results of the inspection indicate that the most

probable number of Vibrio parahaemolyticus is less than 100/g but more than 3.0/g,



mstructions shall be provided to importers that they strictly observe the preservation
standards in the storage and distribution of the products in Japan, in order to prevent
Vibrio parahaemolyticus from propagating to cause food poisoning. Importers shall
also be instructed that they obtain information with sufficient care, on the
distribution and other matters related to the products concerned, in order to make
possible an immediate backward traceability investigation of the products if those
products cause food poisoning.
(4) Guidance on sanitation control

With reference to “Ensuring the Safety of Imported Shelled Sea Urchins and Ark
Shells to be Eaten Raw” in Notice No. 0919007 from the Inspection and Safety
Division, dated September 19, 2003, guidance shall be provided to importers to
ensure that they strictly oversee the sanitation control, including the observance of
the processing standards at processing plants in the exporting countries, the
observance of the preservation Standards in the transportation and storage of food
products, and submission of import declarations for each plant as a separate lot, if
the food product is manufactured at different plants.



IV. Implementation Guidelines for Monitoring Inspection for Residual
Agricultural Chemicals in Agricultural Foods

1. Targeted foods

(1) Agricultural foods, and their processed products
A. Vegetables
B. Fruits
C. Grains (Minimum Access imported rice and tariffed rice), beans and nuts
D. Tea

(2) Items to be inspected and the number of specimens
A. Residual agricultural chemicals

Items subject to inspections are as listed in Schedule 5 and inspections shall be
performed on the items subject to analysis as described in each test method. The

number of inspections is as listed in Schedule 1.
B. Aflatoxin
The number of inspections shall be as listed in Schedule 1.
C. Patulin

Apple juice (juice produced only from apples) and apple juice as raw material:

119 mspections
D. Deoxynivalenol (DON)

Targeting wheat, inspections shall be performed on ships to be individually
contacted and instructed by the Quarantine Administrative Affairs Office of the

Policy Planning and Communication Division.
E. Cadmium and its compounds

Number of Inspections: Rice 119 inspections (the United States: 65, other

countries: 54)

2. Inspection methods
(1) Collection of the specimens
A. Agricultural chemical residue (excluding rice)

In accordance with the methods detailed in the inspection item “Agricultural

Chemicals” in Schedule 2 or in accordance with the bulk cargo method

B. Agricultural chemical residue, aflatoxin and cadmium and its compounds in rice

In accordance with Schedule 3
C. Aflatoxin (excluding rice)

In accordance with the methods detailed in the inspection item “Aflatoxin” in

Schedule 2 or in accordance with the bulk cargo method
D. Patulin

In accordance with methods (2) or (3) detailed in the inspection item “Patulin”



in Schedule 2
E. DON

In accordance with the methods detailed in the inspection item “Aflatoxin” in

Schedule 2 or in accordance with the bulk cargo method
(2) Methods of testing
A. Residual agricultural chemicals

Testing shall be carried out in the solid-phase extraction for the simultaneous
analysis method for residual agricultural chemicals, the Notice on Testing
Methods for Residual Agricultural Chemicals, or the notified method.

If, upon conducting testing by solid-phase extraction for the simultaneous
analysis method for residual agricultural chemicals, the tested value is suspected
to exceed the designated residue level, further examine the specimen according
to the Notice on Testing Methods for Residual Agricultural Chemicals or to the
notified method.

However, testing on processed foods (excluding simple processing) shall be
carried out according to an inspection method specified separately.

B. Aflatoxin

Testing shall be carried out according to the methods described in the
“Handling of Food Products Contaminated with Mycotoxin (Aflatoxin)” (Notice
No. 0326001 from the Inspection and Safety Division, dated March 26, 2002) or
other methods equivalent to it.

However, verification assays shall be carried out on the toxins detected by
other methods in accordance with the methods specified in the said notice.

C. Patulin
Testing shall be carried out according to the Notification method.
D. DON

Testing shall be carried out according to Schedule 2 in the “Setting the
Temporary Standard Value for Deoxynivalenol in Wheat” (Notice No. 521002
from the Food Safety Department, dated May 21, 2002).

E. Cadmium and its compounds
Testing shall be carried out according to the Notification method.

3. Other
(1) Notes on the inspection of rice
A. In 1.(1) C. above, Minimum Access imported rice refers to that specified in
Articles 30 and 31 of the Act on Stabilization of Supply-Demand and Price of
Staple Food; tariffed rice refers to that specified in Article 34 of the Act on
Stabilization of Supply-Demand and Price of Staple Food which is imported with

tax.



B. Within the same lot (the same variety of rice (such as brown rice, milled rice,
crushed rice, non glutinous rice or glutinous rice), the same origin, the same
importer and the same ship), inspections shall be conducted at the first port where
the cargo is discharged (hereinafter referred to as “the primary port”). To do this,
the inspection results of the same lot cargo at the primary port shall be
appropriately reported by the quarantine station with jurisdiction over the primary
port to the quarantine stations with jurisdiction over the secondary ports.

C. When fumigation is carried out according to the Plant Protection Act, instructions
shall be given to implement voluntary inspections on the used fumigation agents.

D. Inspections of contamination of foreign matters in food at the time of sampling
shall be carried out with consideration to the “Outline of Handling of the Seeds of
Convolvuloceous Plants Mixed in with Imported Rice” (Notice No. 81 from
Eishoku, dated April 26, 1957)

(2) Dealing with the results of DON inspections
When the result of a DON inspection exceeds the temporarily set standard value
for DON listed in the “Setting the Temporary Standard Value for Deoxynivalenol in

Wheat” (Notice No. 521002 from the Food Safety Department, dated May 21,

2002), instructions shall be given to the importer to take voluntary restriction

measures of import, sales, etc., in accordance with item 3 of the said notice.



V. Implementation Guidelines for the Monitoring Inspection of Foods Produced
Using Recombinant DNA Techniques

1. Targets
(1) Genetically modified foods whose safety has not been certified

A. Com and its processed products (excluding sweetcorn and popcormn)

B. Papaya and its processed products

C. Rice and its processed products

(2) Content rate of genetically modified foods whose safety has been certified

A. Com and ground corn products (limited to comn grits, comflour, commeal, other
ground products and their preparations, in which proteins newly expressed as a
result of genetic modification undergo no physiochemical change)

B. Soybeans and ground soybean products (limited to products in which proteins and (
DNA newly expressed as a result of genetic modification undergo no
physiochemical change)

(3) Items to be inspected and the number of specimens
Items to be inspected and the number of specimens shall conform with Schedule
6.

2. Inspection methods
(1) Collection of the specimens
A. Corn, papaya, soybean and their products and rice products

Specimens shall be collected eiccordiilg_ to the methods specified in the
“Inspection Methods for Foods Produced Using Recombinant DNA Techniques™
in Notice No. 110 from the Food Safety Department, dated March 27, 2001,

As to the testing specified in 1.(2), check whether the confirmation of separate
production and distribution management has been properly performed, according
to the relevant certificates and shipment documents.

B. Rice (excluding rice products)

Specimens shall be collected according to Schedule 3. However, if testing is to
be conducted with other tests such as residual agricultural chemicals, a total of
2kg of specimen shall be collected.

(2) Methods of testing
A. Corn, papaya, soybean and their products

Testing shall be carried out according to the “Inspection Methods for Foods
Produced Using Recombinant DNA Techniques” in Notice No. 110 from the
Food Safety Department, dated March 27, 2001.

B. Rice and its products
(a) CrylAc, CrylAb, CrylF, Cry9c, and Cry3Bb (Cry3Bbl) among the new Bt



proteins that are made by genetic modification

Testing shall be carried out according to the methods of commercially
available lateral flow strip type test kits (Seed Bulk Test BtlAc (for CrylAc),
Trait Comn Bulk Test Btl (for Cry1Ab), Trait Corn Bulk Test Bt1F (for Cry1F),
Trait Corn Bulk Test CryBt9 (for Cry9c), and Trait Corn Bulk Test Cry3Bb
(for Cry3Bb (Cry3Bbl), of Strategic Diagnostics, Inc. (SDI)). Testing
procedures shall basically follow the test kit instructions. Samples used shall be
collected randomly in the required volume for each test kit (9 g for CrylAc test
kit, 25 g for Cry1F test kit, and 200 g to be used commonly for the other test
kits), from 1 kg of rice collected as specimen and ground. In the test kit for
CrylAc, the time for setting the Bt1Ac test strip up in the supernatant shall be
20 minutes.

(b) Modified DNA that produces Bt Protein (CrylAc protein)

Testing shall be carried out according to the “Detection of Rice Products
from China Whose Safety Has Yet to Be Examined.” (Notice No. 0126006
from the Inspection and Safety Division, dated January 26, 2007)

(c) LLRICE601

Testing shall be carried out according to the “Handling of Rice (Long-grain)
from the United States and Its Products.” (Notice No. 0915002 from the Office
of Import Food Safety, dated September 15, 2006)

3. Reporting results, and responding actions
(1) Handling of corn detected to contain genetically modified food whose safety has
not been certified

If any genetically modified food whose safety has not been certified, such as
CBH351, is detected in corn in the above testing, importers should be provided with
the following instructions: i) an inspection must be implemented for every silo or
barge of the same ship’s hold; and ii) com in a lot can be used for food purposes
unless any genetically modified food whose safety has not been certified is detected
in that lot.

In conducting inspection per silo or barge, a relevant specimen may be used for
the inspection if: i) at the time of carrying-in of the corn of the relevant ship’s same
hold, there was advance notice from the importer that specimen collection would be
performed by a registered inspection organization, and ii) records confirm the
specimen to be properly collected and stored.

(2) Handling of com or soybeans containing genetically modified ingredients at a level
of over 5%

If the content ratio of genetically modified foods is found to be over 5% in com

or soybeans, despite the fact that its import declaration states that it is not



genetically modified, or that the declaration does not contain statements concerning
genetic modification, the relevant importers shall be provided instructions to
investigate whether separate production and distribution management has been
properly performed. If it is ascertained in the investi gation that separate production
and distribution management, based on the relevant certificates and other
documents, has not been properly performed, the importers shall be provided
instructions to revise the relevant information in the import declarations according
to Article 27 of the Act and investigate the status of the cargo. Contact must be
made promptly with the Office of Import Food Safety, by way of the Office of
Quarantine Stations Administration, Policy Planning and Communication Division.
(3) Notes on the irispection of rice
Take heed of the items in 3. of IV of this Notice when inspecting rice.



VI. Implementation Guidelines for Monitoring Inspection of Irradiated Foods

1. Targets
(1) Spices, dried vegetables and tea (including tea substitute)

Food confirmed to contain the amount of minerals necessary for testing through
“Detection Methods for Irradiated Foods” (Notice No. 0706002 from the
Department of Food Safety, dated on July 6, 2007)

(2) Items to be inspected and number of inspections

Inspection shall be carried out to find evidence of irradiation. The number of

mspections shall be as specified in Schedule 1.

2. Inspection methods
(1) Collection of specimens
Specimens shall be collected according to the methods listed in the inspection
item “Irradiation” of Schedule 2
(2) Methods of testing
Testing shall be carried out according to the methods specified in the “Detection
Methods for Irradiated Foods” (Notice No. 0706002 from the Department of Food
Safety, dated on July 6, 2007)

3. Other
(1) Standard dose of Irradiation
Standard irradiation for specimens shall be entrusted to the following
organization:
Nuclear Fuel Industries, Ltd. Kumatori Works
1-950 Asashiro-Nishi, Kumatori-cho, Sennan-gun, Osaka, 590-0481
TEL: 072-452-3901 FAX: 072-453-3559
(2) Dealing with inspection results
Detection of radiation, if any, shall be treated as a violation of Article 11 of the
Act, and it shall be confirmed from the importer whether there is presence of
irradiation in the producing countries of the products as well as of raw materials.



VIL Implementation Guidelines for Monitoring Inspections Concerning Planned
Imported Foods

1. Implementation of the inspection
(1) Inspection at the time of initial declaration
For agricultural products under the importation procedures stipulated in Section 4,
Article 32 of the Ordinance for Enforcement of the Act, on-site inspection and
inspection for residual agricultural chemicals must be conducted upon their initial
declaration. For cases where reports of voluntary inspection are attached and the
monitoring inspection for residual agricultural chemicals seems unnecessary,
confirm with the Office of Import Food Safety, by way of the Office of Quarantine
Stations Administration, Policy Planning and Communication Division.
(2) Confirmation of cargo information
Contact the relevant importer in the previous month of the planned arrival date,
and confirm the date of importation, the disposal schedule, the name of the customs
broker, and other information required for inspection. If the cargo will clear the
customs aboard ship, sufficiently coordinate with the importer to realize smooth
collection of specimens, and ensure that the quarantine station that has jurisdiction
over the arrival port will collect the specimens appropriately.

2. Collection of the specimens

The quarantine station that has accepted the initial declaration shall implement the
monitoring inspection according to the importation plan submitted by the importer, in
consideration of the time of importation, the area of production, etc., approximately at
the frequencies indicated below.

In cases where the targeted cargo arrives at a port or airport under the jurisdiction
of another quarantine station, consult with the relevant station to develop an
appropriate inspection plan.

Annual number of imports under the

. . Times of monitoring
importation plan

. from the second time on
(from the second time on) ( )

11 [ 40 1
40 2

3. Other
In the inspection specified in 2., a huge amount of cargo needs to be promptly dealt
with if the cargo belonging to the same lot is dealt with in more than one port and/or



atrport, and if that cargo is identified as violating the Act. Therefore, ensure that the
inspection will be implemented at the port/airport where the cargo of the lot first
arrives and is unloaded.
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~ Implementation System of
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Implementation System of
animal and public health

=Agricultural Cooperative Association

Cattle ) Number of staff : 212
Dairy: 23,000 Veterinarians engaged in »Agricultural Mutual Associations
Beef: 77,000 Veterinary Affairs Number of staff : 1,704
Hog :6,900 ~Private Veterinarians for livestock

Number of staff :1,682

Report of ( Abattoirs

Poult
Layer: IZ,IOO
Broiler: 2,500

)

outhreak

Meat Inspection
Center

Livestock Hygiene
Service Center

( Prefectyral ( local government
Organization ) Organization)
Total Number : 172 Total Number:101

Veterinarian : 2,147 Veterinarian:2,394
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Location of Facilities for Animal Health

* National Institute
of Animal Health:
5
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Location of Animal Quarantine

Service and Designated ports

e
’5/’

@ Designated port with AQS : 30

A pesignated port with no AQS:66 Hokkaido SB

Total designated port : 96
B:Branch  SB:Sub-branch  AN: Annex
AP: Airport  P: Port

3

AQS with Q il
I I facilities for Livestock,

Dogs etc¥. And Monkeys
AQS with Q@

I l facilities for Dogs etc¥*.

And Monkeys

AQS withQ i
facilities for Livestock,
Dags etc*®,

(Dogs etc*: Dogs, Cats,
Foxes, Skunks, Raccoons)
Sendai AP SB AQS with no Quarantine
facilities

— i
P - Al
R A
e :
5 . ;

Tokyo SB L Chiba AN

RIS

Niigata AP SB

Komatsujima AP SB \
y Komatsu SB

Takamatsu AP SB

| MajiB | Hiroshima AP 5B
A
Hakata SB

Fukuoka AP SB —%&¢ 5

Nagasaki AP SB : B <
Yokkaichi AN i Yokohama |''{
: Head Office | "
7 7 Naha AP SB —

Animal Quarantine Service in Japan

. Techmcal Ofﬁéial: 356

et :
[

'Head Office :

e Branch : 6 ||+ Administrative
e Sub-Branch :17 || Official: 41
e Annex : 6 | |* Supporting Staff: 10

Total: 407

(FY2009)
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Procedure of Export Inspection of Livestock
products

. =:MAFF:: & :MHLW

- equirements

Exporter

Animal Quarantine

Service : ;,App'lic'atiqn
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Inspection & ‘- inspection
of \
documents u
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Local Governmenf

Meat Inspection
center

Inspection
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Meat inspection

Quarantine Inspection of
exporting beef (Animal Quarantine Service)
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Procedure of Quarantine Inspection of
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Overview of BSE
measures

15

Chronology of BSE measures

-Measures taken before the detection of the first case of BSE-

1951 Import of Beef prohibited from Great Britain for foot and mouth
disease reasons

July 1990 Import of live cattle prohibited from the United Kingdom (UK) and
other countries with incidence of BSE
Import of MBM prohibited from the UK and other countries with
incidence of BSE except for MBM heat-treated at 136°C/30
minutes in steam

March 1996 Import of MBM from the UK totally prohibited Import of beef and
its products prohibited from the UK

April 1996 Administrative guidance issued to prohibit the use of ruminant
MBM for ruminant feed BSE was designated as designated animal
infectious diseaser

Jan. 2001 Import of MBM from the European Union Member States,
Switzerland and Liechtenstein prohibited

April 2001 Domestic BSE surveillance strengthened
Sep. 2001 First case of BSE detected

20
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Chronology of BSE measures (cont'd)

-Measures taken after the detection of the first case of BSE-

Sep. 2001  First case of BSE detected
Legal prohibition on use of ruminant MBM for ruminant feed
SRM removal from all cattle for human consumption

Oct. 2001 Import of processed animal protein prohibited from all countries
Legal prohibition on use of processed animal protein for feed and
fertilizer
BSE testing on ali cattle for human consumption started
Mandatory removal of SRMs in abattoirs started
Domestic surveillance strengthened

Jan. 2002  Use of ruminant animal fat with impurity over 0.02% for milk
replacer prohibited

Dec. 2003  Beef Traceability at Production level started
Dec. 2004 Beef Traceability at Distribution level started

Apr. 2005 Complete separation of Product line for ruminant feed and for the
other animals feed

Aug. 2005 Amendment of BSE testing from all age to over 20 month age for
human consumption (all cattle being virtually tested till Aug. 2008)
: 21

Law on Special Measures
Against BSE (June 14, 2002)

[AIM]
To prevent the occurrence and spread

of BSE \|—/‘|

e Stable supply of safe beef

* Protection of public health

 Sound development of beef cattle
production and daily farming, and so on

22
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Law on Special Measures
Against BSE (June 14, 2002)

[CONTENTS]

e Ban of feed containing cattle meat-and
bone meal as ingredient (article5)

* Reports and inspections of dead cattle
(article6) ‘

e BSE testing and Removal of SRMs at
Abattoirs (article7)

» Recording information on cattle (article8)

23

Overview of Current BSE Measures in Japan

Suspension

of
importation, .\
production Y
and
marketing

of MBM /

Diagnosis Testing

Prefecture
Livestock
Hygiene
Centers

L

24
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Meat inspection and SRM removal

Slaughter inspection process
Meat inspection by l -------

Local
Government

)

official veterinariar1

i

Ante-mortem }_ . _[ Installatio n

inspection

~

[ Prohibition of

Abnormality
Slaughter ] [

— t

Abnormality

[ Prohibition of

Post-mortem Insp. | _ 1 : ‘
Dressing [ ] { Slaughter |

(before dressing)

\

2| Post-mortem Insp.

(after dressing) . |" " " { leessing

J

Rejection of

{Carc'ass]Viscera ]

wholeor .
partial carcass
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Removal of SRMs at Meat
Establishment

- All SRMs from all ages of cattle being removed at
meat establishment, then incinerated

e

| ‘Spinal cord

vertebral -
¥z column.

27

' BSE testing and Surveillance
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BSE Testing and Surveillance

scheme in Japan
In Abattoirs (o))

Public health

il Over 20 month cattle

# slaughtered for human

g consumption

: (However, all cattle of all aged being

voluntarily tested)

Prefecture National Institute of

Meat Infectious Disease, || Livestock

Inspection Obihiro and { Hygiene

Labs Hokkaido Service
Universities Centers

Screening

with ELISA Confirmatory
diagnosis using WB

and/or IHC
MHLW ;
29
BSE Testing on fallen stock
mesver | Rendering
\ plants
i
Q\e,'e/ //,,{g\e Animals I
For diagnosis <5 g_'o\’} I {negative) MBM
of infectious 7 &7 o
diseases &7 <& &
7 7
V)
Livestock Hygiene . .
Service Centers Incineration
with incinerator . .
» Incineration
(ELISA-2days) plants
e Cement plants
30
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BSE Testing System for Public Health

Cattle of Over 20 months of age in slaughterhouses

Negative moxenneneits

Market

Confirmatory fest

™ Western-blotting
Posml\-'e <—: ]_‘Negnﬁve 1!'

—Immunohistochemistry

* Specified Risk Materials, which are head (excluding
tongue and cheek meat), spinal cord and distal flenmn
of all age of cattle, shall be removed at slaughterhouses.

31
BSE test kit obtained marketing
approval in Japan
A ‘Name of a licensed . :
Trade Name marketing approval Détaction. .MIC
- ~ . ing app Method . use
holder '
TeSeE BSE Bio-Rad Laboratories K.K. ELISA O
Platelia BSE Bio-Rad Laboratories K.K. - ELISA @]
NippIBL BSE Test kit Nippi, Incorporated ELISA o}
FRELISA BSE FUJIREBIO INC ELISA O
PrionScreen Roche Diagnostics K.K. ELISA o]
Prionics Check WB Kawasaki Mitaka K.K Western
ionics ecl o, blotting
32
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Target of BSE Surveillance

Healthy 1.3million:

slaughter | > 20 months old
(In fact, all cattle in any ages)

Risk (90,000
animal | :fallen stock (224 months old) etc.

33

BSE Surveillance on farm
Number of cattle subjected to laboratory (FY2003 — FY2009)

Fiscal year | Number of cattle Positive
A tested ‘
2003 48,416 1
2004 98,656 2
2005 95,224 3
2006 94,749 5
2007 90,802 2
2008 94,452 1
2009* 81,066 0
* As of January 2010 34
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BSE Testing at Abattoirs
(FY2001-FY2009)

Fiscal year Number of cattle tested Positive
20018(*) 523,591 2
2002 1,253,811 4
2003 1,252,630 3
2004 1,265,620 3
2005 1,232,252 5
2006 1,218,285 3
2007 1,228,256 1
2008 1,241,751 0
2009 as of Feb. 28 1,125,013 0
Total 10,341,042 21 (0.0002%)

Note:1(*) BSE testing at Abattoirs started on Oct.18,2001.
2 The figures in parentheses are the number of BSE positive cattle.

35
Details of BSE Cases in Japan (1)
Date of - . . Confirmatory
confirmation Cattle type | Date of birth Age Clinical signs diagnosis

1 10/Sep/2001 Dairy cow 26/Mar/1996 64 months Astasia WB+, IHC+,
HP+

2 | 21/Nov/2001 Dairy cow 4/Apr/ 1996 67 months | No clinical signs WB+, IHCH,
HP-

3 2/Dec/2001 Dairy cow 26/Mar/1996 | 68 months | No clinical signs WB+, IHC+,
HP+

4 | 13/May/2002 Dairy cow 23/Mar/1996 | 73 months | Muscular split of WB+, IHC+,
left forelimb HP+

5 | 23/Aug/2002 Dairy cow 5/Dec/1995 80 months Hip joint WB+, IHC+,
dislocation HP-

6 | 20/Jan/2003 Dairy cow 10/Feb/1996 | 83 months Dystasia WB+, IHC+,
HP+

7 | 23/Jan/2003 Dairy cow 28/Mar/1996 | 81 months | No clinical signs WB+, IHC+,
HP-

8 6/0ct/2003 | Holstein Steer [ 13/Oct/2001 23 months | No dinical signs | WB+, IHC-, HP-
9 4/Nov/2003 | Holstein Steer | 13/Jan/2002 21 months | No clinical signs | WB+, IHC-, HP-

10 | 22/Feb/2004 Dairy cow 17/Mar/1996 | 95 months | Dystasia, hip joint | WB+, IHC+,

dislocation HP+
36
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Details of BSE Cases in Japan (2)

Date of Cattle Date of S Confirmatory
confirmation type birth Age Clinical signs diagnosis
11 | 9/Mar/2004 | Dairy cow | 8/Apr/i996 { 94 months Astasia, hip WB+, IHC+, HP+
joint dislocation
12 | 13/Sep/2004 | Dairy cow | 3/Jul/1999 62 months | No clinical signs | WB+, IHC+, HP+
13 | 23/Sep/2004 | Dairy cow 18/Feb/1996 | 103 months ) Astasia, hip WB+, IHC+, HP+
joint dislocation
i4 | 14/0ct/2004 | Dairy cow | 8/Oct/2000 | 48 months suffocation WB+, IHC+, HP+
15 | 26/Feb/2005 | Dairy cow | 5/Aug/1996 | 102 months arthritis WB+, IHC+, HP+
16 | 27/Mar/2005 | Dairy cow | 23/Mar/1996 | 108 months | No clinical signs { WB+, IHC+, HP+
17 | 8/Apr/2005 | Dairy cow | 11/Sep/2000 | 54 months Astasia WB+, IHC+, HP+
18 | 12/May/2005 | Dairy cow | 31/Aug/1999 { 68 months Astasia, hip WB+, IHC+, HP+
joint dislocation
19 { 2/Jun/2005 | Dairy cow | 16/Apr/1996 | 109 months | No clinical signs | WB+, IHC+, HP-
20 | 6/Jun/2005 | Dairy cow | 12/Aug/2000 | 57 months | No clinical signs | WB+, IHC+, HP-
37
Details of BSE Cases in Japan (3)
Date of " Cattle Date of N ) Confirmatory
confirmation type birth Age CGlinlcal signs diagnosis
21 10/Dec/2(_)05 Dairy cow | 13/Feb/2000 { 69 months Heart failure WB+, IHC+, HP-
22 | 23/3an/2006 | Dairy cow | 01/Sep/2000 | 64 months Abomasum WB+, IHC+, HP*
) displacemnt (left side)
23 | 15/Mar/2006 | Dairy cow | 08/Jul/2000 | 68 months No clinical signs WB+, IHC+, HP+
24 | 17/Mar/2006 | Japanese | 10/Feb/1992 | 169 months | Dystasia (hip joint WB+, IHC+, HP+
black ¢ dislocation)
25 | 19/Apr/2006 | Dairy cow | 18/Apr/2000 | 71 months No clinical sign WB+, IHC+, HP+
26 | 13/May/2006 | Dairy cow | 11/Aug/2000 [ 68 months Arthritis WB+, IHC+, HP*
27 | 19/May/2006 | Dairy cow | 20/Aug/2000 | 68 months Mastitis WB+, IHC+, HP+
28 | 11/Aug/2006 | Dairy cow | 21/Nov/1999 | 80 months Astasia, hip joint WB+, IHC+, HP-
dislocation
29 | 28/Sep/2006 | Dairy cow | 24/Jun/2000 | 75 months Ketosis WB+, IHC+, HP+
30 | 13/Nov/2006 | Dairy cow | 28/Jun/2001 | 64 months Heart failure WB+, IHC+,HP+=
* Not Determined a8
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Details of BSE Cases in Japan (4)

Dateof | Cattle . Clinical Confirmatory
confirmation type Date of birth Age signs diagnosis
31 [ 8/Dec/2006 | Dairy cow | 12/Nov/1999 84 months | Breathing WB+, IHC+, HP-
trouble
32 | 5/Feb/2007 | Dairy cow | 26/Aug/2001 65 months | Hip WB+, IHC+, HP+
swelling
33 2/1ul/2007 | Japanese | 21/3un/2000 84 months | Blubber WB+, IHC+, HP-
black £ liver
34 | 21/Dec/2007 | Japanese | 1/3ul/1992 185 No dinical | WB+, IHC+, HP-
black & months | sign
35 | 20/Mar/2008 | Japanese | 12/0ct/2000 89 months | Heart WB+, IHC+, HP+
black ¢ failure
36 | 30/Janf2009 | Dairy cow | 5/Aug/2000 101 No dlinical | WB+, IHC+, HP+
months sign

39
BSE case by Report Year
Head
12
10
8
6
4
2
0 i )
2001 2002 2003 2004 2005 2006 2007 2008 2009
Year
as of 15 March 2010 10
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Age in month at BSE confirmation

BSE case in Japan

(up to the 36th case)

N
8
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Positive List System for
Agricultural Chemical Residues
in Foods

A System to Control Agricultural Chemical
Residues for Ensuring Food Safety

OBasic Idea

The amount of agricultural chemical
residues taken through daily meals should
not exceed the ADI.




| Rélati()ns Betvs;"ee'ﬁ‘Amoun't of

Lethal Amount

Biological
Effect

I
S{ovmally. I/H 2 N
|

Amount of Exposure
(Amount that a human takes)

- - *No observed adverse effect level 3
Actual Level of Use |

How to Establish the Residue Standards
for Agricultural Chemicals

» Estimate the amount of agricultural chemical residues contained
in the Japanese average daily intake of agricultural, livestock
and fishery products, and establish a standard within a range
where the total amount does not exceed 80 % of the ADI
(Acceptable Daily Intake) (in consideration that the agricultural
chemicals might be taken in human body through other than
agricultural, livestock and fishery products, such as water and
air)

Consider not only national average intake but also the intake in
children, pregnant women and the elderly

Establish the standard by each agricultural, livestock and
fishery product, as the daily intake of such product, the amount
of agricultural chemicals required to grow, the amount of
veterinary drugs used for disease prevention and treatment may
vary. 4




Amount of Exposure
(Amount of agricultural chemicals taken through foods)

Exposure Assessment Based on the Method of
Theoretical Maximum Daily Intake (TMDI)

Amount of agricultural
chemicals
taken firom rice

Amount of agricultural
chemicals
taken from radish

< Safety Level

g

Estimated Amount
of Exposure

Acceptable intake calculated
based on the ADI

Amount of exposure calculated
based on the method of Theore-
tical Maximum Daily Intake

Estimated level of agricultural % Intake of rice (*)

chemical residue in rice

@d standard:limit-of rice (ppm) .

Amount of agricultural
chemicals
taken from mandarin orange

*Note: In Japan, a suwrvey on food intake is
conducted every year, and the category-
specific amount of intake is reported, such
as “National average,” “children,”
“pregnant women™ and “the elderly.”

(National Nutrition Survey based on the
Health Promotion Law)

What is the Positive List System?

In g' eneral,

ONegative List

In the situation where there is no general

regulations, make a list of substances to be

regulated

OPositive List

In the situation where all the substances are

regulated (banned) in principle, make a list for

those that are approved exceptionally (to be used
or to be remained)




What is the Positive List System for
Agricultural Chemical Residues in Foods?

OA system to prohibit the distribution of foods
“containing residual agricultural chemicals-above a
certain level

“Law to Partially Revise the Food Sanitation Law”
(Law No. 55, 2003, promulgated on May 30, 2003)

Already introduced in the USA, EU and New Zealand.

Paragraph 3, Article 11 of the
Food Sanitation Law

No person shall manufacture, import, process, use, prepare, store with
intent to sell, or sell food which contains pesticides (pesticide, designated
under the provision of Article 1-2, Paragraph 1 of the Agricultural
Chemicals Regulation Law (Law No. 82, 1948), the same in the next
Article), substances, designated under the provisions of Article 2,
Paragraph 3 of the Law concerning Safety Assurance and Quality
Improvement of Feed (Law No. 35, 1953), to be used in feed (feed,
designated under Paragraph 1 of the same Article of the Law) by adding,
mixing, infiltrating, or other means, and ingredients of the drugs,
designated under Article 2, Paragraph 1 of the Pharmaceutical Affairs Law
for the purpose to be used for animals (including chemically transformed
substances and excluding substances which are prescribed by the Minister
of Health. Labour and Welfare as clearly harmiess to human health)

excluding substances which are prescribed by the Minister of Health.
Labour and Welfare as quantities not injurious to human health based upon

the opinion of the Pharmaceutical Affairs and Food Sanitation Council;
provided, however, that this Paragraph does not apply to foods which
residue limits have been established according to the specifications of
Paragraph 1 for components of the food.




|__Progress in Discussions for Positive List System |

* 2003 Jun.-Aug.

+ 2003 Oct.

* 2004 Apr.-Aug.
« 2004 Aug.

* 2004 Dec.-2005 May
* 2005 Apr.-June

« 2005 June

= 2005 Sep.
* 2005 Oct.
* 2005 Nov.

* 2005 Nov. 29

Commencement of discussions in the Pharmaceutical
Affairs and Food Sanitation Council (PAFSC)
Committee deliberations - 2 times

Publication of the first draft

Request for comments (3 months)

Discussions in PAFSC - 4 times

Publication of the second draft

Request for public comments (3 months)

Discussions in PAEFSC - § times

Research and review of the Food Sanitation
Commission of the Cabinet Office - 3 times
Publication of the final draft

Request for public comments (2 months)

WTO Notification (9 weeks)

Discussions in PAFSC - 2 times

Ask for the Food Sanitation Special Interest Group of PAFSC
Discussion and response in the Food Sanitation Special Interest
Group of PAFSC

Research and review of the Food Sanitation
Commission of the Cabinet Office — 2 times

MHLW Notification

[Target Substances]

e Chemical substances

 Foods

— Agricultural chemicals
— Veterinary drugs
— Feed additives

— All foods, including the processed foods




In introducing the Positive List System

With the main premises to protect nation’s health, to
prevent the unnecessary chaos of food distribution,
the measures related to the followings are
implemented.

1.

W

. Establishment of the Uniform Limit (0.01ppm)

velanment of the tactine matha
. Development of the testing metho

Establishment of new standards for agricultural chemical
residues based on the international standards, etc. (758
substances)

Designation of the Exempted Substance (65 substances)

Contents of MHLW Notifications on November 29, 2005
O MHLW Notification No. 497 <Uniform Limit>

The amount that the Minister of Health, Labour and Welfare

has set as the amount unlikely to cause damage to human
health based on the provision of Paragraph 3, Article 11 of
the Food Sanitation Law is 0.01 ppm.

O MHLW Notification No. 498 <Exempted Substances>

The substances that the Minister of Health, Labour and

Welfare has designated as substances having no potential to

cause damage to human health based on the provision of
Paragraph 3, Article 11 of the Food Sanitation Law are the
following 65 substances.

O MHLW Notification No. 499 <Provisional MRLs, etc.>

Revision of the Specifications and Standards for Food, Food
Additives, Etc. (Ministry of Health and Welfare Notification
No. 370, 1959) based on the provision of Paragraph 1, Article
11 of the Food Sanitation Law




Uniform Limit

Agricultural chemicals used domestically and abroad

 Evaluations including toxicity are conducted before its use

» Restriction of target crops or amount of use

» Establish how to use and the limit to be remained in food
(residue standard)

The case when the Uniform Limit is applied

« When any agricultural chemical that has no established residue
standard 1s remained in an agricultural crop

+ When any agricultural chemical which has certain residue
standard established for certain agricultural crops is remained in

e crop which has no established residue standard

: 13

Basic Idea of Establishing the
Uniform Limit

OStudy of Acceptable Amount

» “Acceptable Exposure Amount” based on the
mternational assessment
— Evaluations of flavoring agents by JECFA
— Evaluations of indirect adgitives by the US FDA

» ADIs that had been already evaluated in Japan or by
JMPR or JECFA

— 1t is appropriate to use an amount of 1.5 pg/day as
a reference acceptable amount

OStudy of extposure assessment
In the light of the nation’s amount of intake, an
Uniform Limit 0f 0.01 ppm is established so that the
amount of intake regulated by the Uniform Limit
should not exceed 1.5ug/day.

14




Exempted Substances
in the Positive List System

[O63* substances are selected as
Exempted Substances

* Agricultural chemicals and their decomposition
products which are determined to have no
otential to cause damage to human health, even
if they remain in food to a certain level.

* Specified agricultural chemicals provided in the
Agricultural Chemical Regulation Law.

 Agricultural chemicals which are determined not
to have to set the residue standards in foreign
countries and whose usage is not restricted.

( % :66 substances, as of August 2009) s

Establishment of a New Residue Standard at the
Introduction of the System \

OEstablish a new residue standard as a food
composition standard based on the provision of
Paragraph 1, Article 11 of the Food Sanitation
Law, in reference to the standards provided
based on scientific evidences.

OThe residue standards already established
should not be amended.




Basic Idea to Establish
New Residue Standards

e Codex Standards as international standards

» Standards for Withholding Registration of
Chemical Substances base% on the Agricultural
Chemical Regulation Law (In case of veterinary
medicines and feed additives, Limit of Quantitation
at the time of approval based on the
Pharmaceutical Affairs Law or the Law
Concerning Safety Assurance and Quality
Improvement of Feeds)

* Standards of foreign countries (US, Australia,
Canada, EU and New Zealand) which are
considered to be established based on the data

materials on the toxicity required in JMPR or
JECFA

17

' [ Basic Flow to Establish a New Residue Standard ]

| Agricultural Chemicals, Veterinary Medicines and Feed Additives |

| With Codex Standard | | Without Codex Standard |
I I
[ 1 | — 1
‘With Domestic Without Domestic With Domestic ‘Without Domestic
Registration Registration Registration Registration
With Foreign Without ‘With Foreign || Without
Standard Foreign Standard Foreign
l Standard Standard
y Standard for 1 1 — l —
Codex Standards Codex Withholdin Standard for || Foreign || Apply the.
(Standard for g . . 2
withholding Standards Registration With-holding ([ Standard | | ;
registration when it is (Foreign Standard when Registration
necessary to consider it is necessary to
the registration and consider the production
actual usage situation and distribution of
of agricultural imported food or the
chemicals, etc. in actual usage situation of
Japan) concerned agricultural
chemicals, ete.) 18




| r Image of the New Residue Standard ]

Pesticide A
Standard Limit
(ppm) Reference Country .
Wheat 0.5 Codex
. Standard for Withholdin
Mandarin Orange 0.1 Registration g
Tea | None , Apply eUmform
Beef (Muscle) 0.08 Codex
Cow Milk 0.02 Foreign Country

Antibiotics and Antibacterials
(Item 1 of the General Requirements)

O Antibiotics — Not to be contained in any food
O Antibacterials
(Current) Not to be contained in meat, eggs, and finfish and

shellfish

Not to be contained in any food

20
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Agricultural Chemicals, ete. Specified
~as “Not Detected”
(Item 5 of the General Requirements)

15 Agricultural Chemicals, etc. and
their Analytical Methods are Regulated

-Agricultural chemicals such as carcinogenic substances
containing genotoxicity for which the threshold level cannot be
established

-Agricultural chemicals which are evaluated by an international
organization that the ADI cannot be established (except those
are requested preferentially for the risk assessment for human
health)

19 agricultural chemicals, etc. as of August 2009

21

Agricultural Chemicals, etc. with Current Standards
(Item 6 of the General Requirements)

In principle, current standards
should not be amended

- Modification of Food Category
Qing-geng-cai, Nira (garlic chive); bamboo shoots
Spices and herbs

- Consistency with the Newly Established Standards
Dichlorvoes, Naled, etc. '

- Organization of agricultural chemical names, etc.

22
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Agricultural Chemicals, éte. with Newly
Established Residue Standards

(Item 7 of the General Requirements)

O (So-called) Provisional MRLs
From now, ask for the risk assessment for human
health to the Food Safety Commission of the
Cabinet Office.

O Same Significance and Same Operation as the
Item 6 of the General Requirements

23

Provision for the Substances Originally

Occurring in Food
(Item 8 of the General Requirements)

When the ingredients of agricultural chemicals
are identical to originally occurring substances
in food and remain at quantities equivalent to
naturally occurring levels

V

Do not apply the Uniform Limit

*Application is individually judged.

24
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MRLs for Processed Foods (1)
(Items 9 - 11 of the General Requirements)

O For the processed foods with the established
Codex Standards, the Codex Standards should
be used as the provisional MRLs.

OFor the processed foods without established
standards, initially judge with the Uniform Limit,
then individually study the probability of
violations

25

MRLs for Processed Foods (2)
(Item 9 - 11 of the General Requirements)

O Out of the processed foods without established residue
standards, those which are manufactured or processed
with primary materials complying with residue standards
(including the Uniform Limit) are principally permitted
for sale.

O For surveillance and guidance of dry processed foods, use
effective methods to estimate the probability of vielations
at primary material level, for example, using the amount
calculated based on the moisture content.

26
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Useful Information

Information Related to
Specifications and Standards for Foods

O About food contamination

(Cadmium)

http://www.mhlw.go jp/topics/bukyoku/iy aku/syoku-
anzen/cadmium/index.html

(Mercury)

http:/Awww.mhlw.go jp/topics/bukyoku/iyaku/syoku-anzen/suigin/index. html

O About food additives
http:/fmww.mhlw.go.ip/ to_nics/bukv oku/ivaku/svokuten/index htiml

O About positive list system for residual agricultural chemicals, etc.
in foods
http://www.mhlw.go jp/topics/bukyoku/iyaku/syoku-anzen/zanryu2/index.htm]

27
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mE4E= (NOAEL)
NOAEL: No Observed Adverse Effect Level
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A ADI : Acceptable Daily Intake
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