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Incorporated Administrative Agency

Agricultural Chemicals Inspection Station
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What is Agricultural Chemica

Is Inspection Station?

As you have already known, there are many types of agricultural
pesticides such as fungicides, insecticides, herbicides and plant-
growth regulators, etc. They are intended to use for protecting
crops from the damage by pests, weeds and for controlling crop's
growth. In Japan, Pesticide Registration System has been
established. The ultimate purpose are not only to make agricultural
production stable but also to prevent any adverse effect to human
health and environment caused by pesticide use. To do so,
inspecting pesticide quality and ensuring proper and safe use of
pesticides have been carried out in Agricultural Chemicals
Inspection Station(ACIS.).

Further, On-site inspection to pesticide manufacturers, distribu-
tors and end users has been conducted by ACIS to prevent
distribution/use of inappropriate pesticides.

ACIS has been newly organized as an "Incorporated Admini-
strative Agency (IAA) :ACIS" since April 2001 as part of central
government reorganization.

From the public points of view to ensure /pursue the stability of
people's life and social economics, the IAA system is introduced as
an epoch-making system in Japanese governmental history in order
that IAA will properly and effectively do its work and provide
public with service in timely/properly manner.

1947 : Establishment of ACIS affiliated to MAFF in Kita-ku,
Tokyo.
ACIS consisted of 3 Section
(i.e. General Affairs Matter, Chemistry and Biology).
1949-1957 : Move to Kodaira-shi, Tokyo. |
1967-1990 : Pesticide Residue Section, Technical Research
Section, Planning and Coordination Section,
Aquatic Organisms Safety Section (which lead to
"Non-target Organisms Safety Section"), Toxicity
Section and Environment Section were set.
2001 : ACIS,MAFF re-organized to "TAA:Agricultural Chemi-

cals Inspection Station'"
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Outline of the Activities
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Flowchart of the registration system
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Manufacturer
or Importer

Agricultural Chemicals Inspection Station (ACIS)

Pesticide registration inspection

It is stipulated in the Agricultural Chemicals Regulation Law(the
Law) that any person/party (i.e. manufacturers, importers, etc),
who would like to manufacture,process/import a pesticide in
Japan,with some exception,must get a registration of a pesticide
from the Minister of AFF prior to them.He/she/it must submit the
application form with the sample and the data set (e.g. physical
/chemical property, efficacy, phytotoxicity, toxicity, residual
chemistry, etc)of the pesticide to the Minister through ACIS. The
Minister directs ACIS to inspect /examine the submitted sample
and dataset. The inspection/examination is made from the
following points of view:

(1) efficacy and phyto-toxicity

(2) target crops,application method and safety use phrase, taking into

account the risks,e.g. pesticide residue in crops

(3) quality of the product

After the inspection/examination,the inspection results are reported
to the Minister. In the case that it is not found that there is any
concern for manufacturing,processing/importing the pesticide,the
registration card issued by the Minister is granted to the applicant. The
registration is valid for three years.
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Risk Management
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Current situation of the registered pesticides
Total number of the registered pesticides is now 21,621 (as of 31
December 2003) since the Law has been put into force.4.442 of
them (537 active ingredients) still have valid registration, the
registration of the others have no longer been valid. Now 29% of the
registered pesticides is insecticides, 23% fungicides, 11% mixt-
ures of insecticides and fungicides, 30% herbicides and 2% plant-
growth regulators in 2005. With respect to formulation types, 30% is
wettable powder, then granule, dust, emulsifiable concentrate and
solution. The portion of poisonous pesticides has been decreasing.
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Risk Evaluation
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Flowchart of the GLP Compliance Monitoring
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Agricultural Chemicals
Inspection Station (ACIS)

Good Laboratory Practice(GLP) Compliance

Monitoring Program
With respect to the area of pesticide, the Principles of GLP have been
introduced into the area of toxicological studies since 1984 in
Japan. GLP is a practice to ensure integrity and validity of the
study reports submitted to the Minister. Test Facilities, which
conducted / generated study / report, are inspected by ACIS on
whether they properly conducted studies. Concretely, organization,
personnel, apparatus, equipment, study performance, record and
archiving of the test facility are inspected.
Following types of study should be covered under the GLP at
present.
- Toxicology study(e.g. acute, chronic toxicity and carcino-
genicity, etc.)
- Environmental fate study( in animal, plant, soil and water)
- Physical/chemical property study(e.g.
solubility and absorption, etc.)
- Aquatic organisms effect study(fish, Daphnia and algae, etc.)
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Training/advice

Based on the request, training/advice to distributors/retailers
are made by ACIS's staff through the training course hosted by
prefectural government, etc. The main purpose is to facilitate
proper use/handling of pesticides. Training for prefectural
staff,carrying out on-site inspection to distributers/retailers.is
also made by ACIS .
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Research/study to inspect/examine pesticide

It is necessary to introduce new technology and improve
inspection method to carry out proper inspection/examination of
pesticides, taking the progress of recent scientific area into
consideration.

International harmonization with respect to
pesticide evaluation

ACIS's staff have taken part in several international meetings/
workshop such as Organization for Economic Cooperation and
Development and Codex Committee on Pesticide Residue, etc. in
conjunction with national government. The main purpose of the
meetings/workshop are to develop internationally harmonized
pesticide registration system and Maximuim Residue Level(MRL), etc.
Pesticide evaluation reports/information in another countries/
bodies are also collected and classified.

Technical aid to developing countries

In conjunction with national government, ACIS provides
developing countries with technical support on their request in
order that they will be able to improve their own pesticide
inspection system (e.g. Staff sending and acceptance of trainee).

On-site inspection to manufactures,

distributors/retailers and users

With the growing interest in perusing: healthy life among
Japanese people, they are becoming keener of food safety issue.
Thus, it is necessary for the government to prevent non-registered
pesticides from being sold.

Therefore, ACIS's staff visit manufacturers, distributors / retailers and
users to inspect whether non-registered pesticides are sold and to audit
the account book concerning buying or selling pesticides. and
check the quality and label of the distributed pesticides.
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Major responsibilities in each Division and Coordinator |
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Research and Development Division

This division tackles research/study to improve pesticide inspection
fevaluation methods, taking into account the current situation.

Planning and Strategy Office

This division is in charge of the overall planning and coordination of
activities done in ACIS to pursue the goal stipulated by the Article 3 of the
"Law concerning the Incorporated Administrative Agency: Agricultural
Chemicals Inspection Station".

General Affairs Division

This division is in charge of general affairs, personnel and management,
welfare matter , accounting and maintenance of facility and equipment.

Coordinator

He/she is responsible for GLP Compliance Monitoring Program and
other task designated by the President.

GC-MSIC & 2 ERFEDDEFBIRD OO
(GC-MS study of analytical technique on harmful impurities in pesticides)
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General Coordination Division

This division takes the overall planning and coodination with respect to
pesticide inspection (registration and on-site inspection). Information
concerning pesticides are collected and retained.

Furthermore, computer system is also maintained.

BREFEOERFEDRN

{Receipt of registration application)
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Toxicological Inspection Division

This division reviews the toxicological study reports submitted by the
applicant in order to evaluate risks of pesticide to human health, and
determines the precautions on the label to ensure safe use of

pesticides. | B : ‘ g
Furthermore, the research for the revision of toxicological test BHANESRRRORE
guidelines for safe use of pesticides is also carried out. (Reviews the toxicological study reports submitted by the applicant)
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Environmental Fate and Behavior
Inspection Division

This division evaluates environmental fate and behavior, e.g.-
pesticide in soil, water and atmosphere, physical/chemical property
in order to review the mobility and degradation in environment, and
determines the precautions on the label.

Furthermore, the development of evaluative model for estimating fate
and the research on the improvement of the analysis method for
pesticide residue in environment are also conducted.

KPP BRI

(Pesticide residue analysis in water)
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Pesticide Physical/Chemical Quality
Inspection Division

This division examines quality of chemical pesticides (both active
ingredients and end-use-products), physical/chemical property,
stability and analytical methods of them are also reviewed. It further
inspects the quality of the products on sale collected from
manufacturers and distributors.

GCIC £ 2R NFIh OB S DA

(Active ingredients analysis in end-use-product by GC)
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Efficacy/Side-effect Inspection Division

This division evaluates efficacy/side-effect(i.c. phyto-toxicity) of
pesticide and determines the precautions on the label, and reviews
the quality of antibiotic-pesticides and bio-pesticides as well.

Furthermore, the researches on the improvement of bio-assay etc. are
also conducted.

EEBTENEE AL REREORE

(Identification of natural enemy using scanning electron microscope)
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Pesticide Residue Inspection Division

This division evaluates pesticide residue and fate in crops and sels
application rate, methods and pre-harvest interval of pesticides in
order that the residues do not exceed the MRL (Maximum Residue

| ; i Level).
AR DT Furthermore, the researches on pesticide residue in crops are also
(Pesticide residue analysis in crops) tackled, and determines the precautions on the label.
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Environmental Toxicological Inspection
Division

This division evaluates risks of pesticides to aquatic organisms
(fish, Daphnia and algae, etc.) and determines the precautions on the
label.

Furthermore, the development of freshwater crustacean toxicity
study and algae revival study and the research on the method
breeding test organisms are also conducted.

BESNNS OXKEDBYFCIT HREER
(Aquatic organisms effect study with pesticide active ingredient)
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TEL.042-383-2151 FAX.042-385-3361

Incorporated Administrative Agency

Agricultural Chemicals Inspection Station

2-772, Suzuki-cho, Kodaira, Tokyo, 187-0011, JAPAN
TEL.1+81-42—-383-2151 FAX.+81-42—385-3361
URL:http://www.acis.go.jp
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