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INTRODUCT ION

The Regional Consultation on Harmonization of Pesticide Registration
Requirements was held in Baguio City, Philippines from 24 - 29
October 1983.

The Meeting was attended by delegates from 11 countries, representa-

tives ¢. UNIDO, FAO, WHO, GIFAP, SPREP and a number of obs=rvers.
A list of participants is attached (Appendix 1).

OPENING OF MEETING

Regional Director Manuel Varquez of the Ministry of Agriculture
introduced the distinguished guests who spoke in the opening ceremonies.

On behalf of the Fertilizer and Pesticide Authority (FPA) Administrator
Miguel M. Zosa, Mrs. Cecilia P, Gaston, Deputy Administrator for
Pesticides, welcomed and wished the participants a successful conference.
Participants were thanked for their continuing interest and support of
the Regional Network in the task of advancing the safe and efficient
utilization of pesticides. It was emphasized that the Network provided
an ideal framework for this work.

The Mayor of Baguio City, General Ernesto Bueno welcomed the partici-
pants and wished them an enjoyable and fruitful conference in '"the coldest
and highest city in the Philippines.”

The Governor of Benguet Province, Mr. Ben Palispis represented by Mr. Jcse
dela Cruz, Provincial Agriculturist, also welcomed the participants to

the province and said that the province was a large user of pesticides
because of the big vegetable production in the area.

Mr. Ivan Pluhar representing the UNDP Resident Representative in the
Philippines, Mr. Euan Smith outlined the administrative coperation of UNDP
in the country. He stressed the need, for full support to be given to

the Regional Coordinator by National Coordinators in the Regional Project.

Deputy Minister Sacay presented the keynote address on behalf on Philippine
Minister of Agriculture Hon. Arturo R, Tanco, Jr, He stressed concern over
the nagging problem faced by developing countries of declining production
trends and emphasized the ever increasing need for optimum pesticide use,
as one of the solutions to stave off a possible hunger outbreak. Minister
Tanco focused on the need for the small farmer to accept crop protection

as an indispensable pre-requisite for optimum production. He acknowledged
that the Regional meeting was a definite step towards reducing iosses of
food due to pests and diseases and officially declared the meeting open.




STATEMENT FROM INTERNATIONAL ORGANTZATIONS

9 UN1DO as the agency responsible for the operation of the project stressed
the importance of the meeting to fulfill the aims of the Project.

10 FAO, as an associated agency to the Project was particularly concerned
with the technical backstopping of the sub-network on Regional Harmoni-
zation of Pesticide Registration Requirements and thke Sub-Network on
Quality Control (including residues). The subject of the present meeting
was of high priority to FAO as it affected all aspects of pesticide use.
Consequently, it would have a profound effect on crop protection and
food production. Major objectives of harmonization were to promote safety,
efficiency and cost effectiveness in pesticide use, as well as to ensure
availability of the most appropriate pesticides. The FAO Government
Consul tation in 1982 had defined a number of important aspects of pesticide
registration and control which lent themselves to harmonization., [t was
now up to groups of countries such as that represented by the sub-network
to formally agree to use harmonized requirements, procedures and guidelines
and thus draw the benefits of harmonization. It would also set the example
for other regions to do likewise and in so doing contribute to interna-
tional harmonization.

11  WHO, which was not a participating agency in the Network, was nevertheless
concerned with all aspects of the safe use of pesticides. In this respect,
it was recalled that the registration procedure for pesticides existed only
to protecc humans and the environment from adverse effects from pesticides,
while recognizing tne use of these chemicals for the benefit of human health
nutrition and comfort. Therefore, every effort toward harmonization will
be to the ultimate benefit of populations of the States corcerned.

12 GIFAP emphasized that there was need for cooperation among countries to
ensure the safe and sensible application of pesticides leading to optimum
food and fibre production with minimal hazards for man, animals aud the
environment. The need to promote harmonization of national and interna-
tional legislation and regulations concerning control, testing and approval
of pesticides was supportad by GIFAP.

ELECTION OF OFFICERS

13 Mrs. Cecilia P. Gaston, Deputy Adninistrator for Pesticides, FPA and
Regional Coordinator of the Network was elected Chairman, Dr. Farid Uddin
hmad from Pakistan, Vice Chairman and Mr, Brian Watts, UNIDO Consul tant,
Rapporteur of the meeting.

ADOPTION OF AGENDA

fuy
-

The provisional agenda was adopted as amended (Appendix II),




16

17

18

EXPLANATION OF OBJECTIVES

The objectives of the meeting were identified as follows:

1. To discuss the basis for harmonizing the requirements for the
registration of pesticides in the Regionj;

2. To provide an opportunity for governments and industry to
exchange views on registration requirements;

3. To agree on acceptable guidelines suitable for Regional use;

4, To assist member countries in the establishment and administration
of procedures designed to provide control over the supply and use
of pesticides;

5. Tc¢ ascertain that action would be taken by governments to introduce
harmonized requirements into national registration process.

6. To consider the need for the value of compiling data on pesticide
registration on a national and regional basis;

7. To provide guidanc=z in correlating registration requirements to
the pianning and promotion of investments in production and
marketing of pesticides.

It was also emphasized that there was a need to know as to which countries
had already harmonized registration requiremen’s in the Region, which
could agree to such proposals and which countries would find it necessary
to reserve their position and the reasons for such reservation.

REVIEW OF CURRENT REGISTRATION STATUS IN THE REGION

The UNIDO <onsultant summarized briefly the main aspects of his obser-
vations on the pesticide registration schemes in member countries
following his visit to them, Some major similarities and differences

in the registration schemes in countries were highlighted. 1In all
countries visited the Ministry of Agriculture is the implementing agency
for registration, registration is compulsory, there is power to control
pesticide imports and registration schemes operate through technical
advisory committees,

Some differences noted are in the type of data requirements for regis-
tration, colour coding of labels, and the system.of hazard rating of
pesticides. A brief summary of the schemes is annexed (Appendix ili).
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Also noted was the need for close cooperation between the Ministry of
Health and Ministry of Agriculture, which was not always apparent in
the Region. The importance of the label as an essential part of tte
registration process was highlighted, and it was felt that more
emphasis should be placed on this by the registration authority
during the registration process.

Country represeatatives presented a resume of the schemes in opera-
tion in their countr:=:s (Appendix IV).

DATA REQUIREMENTS

CHEMICAL AND PHYSICAL PROPERTIES

Information on chemical and physical properties is required to define
the essential characteristics of both the active ingredient and the
formulated prodict, To this end data are required to be supplied to

the registratioa authority to enable the pesticide to be identified.
Working Paper 3 (Appendix V) was used in the discussion on this subject.

All 11 countries partipating at the meeiing as well as the pesticide

industry through GIFAP agreed to accept the data on chemical and physical
properties for registration purposes, as follows;

RECOMMENDAT IONS

The Meeting

Noting that there should be no difficulty in defining the nature and
extent of the informatinn on physical and chemical properties that
should be supplied in support of a registration;

Recommends that the basic data related to the active ingredient and
the commercial product should include when appropriate:

ACTIVE INGREDIENT

1. Identity
1,1 commoi name proposed or accepted by ISO;

1.2 structural formula;

1.3 chemical name (according to internationally agreed nomen-
clature, preferably IUPAC);

1.4 empirical formula and molecular weight;

1.5 manufacturers' development code number(s)




2., Physical Properties of the Purd Active Ingredient

2.1 appearance (physical state, colour, odour);
2.2 melting/decomposition/boiling point;
2.

3 vapnur pressure (figures should be given at a stated
temperature preferagly in the range of 20-25°C, but
only when above 10™ ~ Pascal);

2.4 solubility in water and organic solvents (at a stated
temperature preferably in the range of 20-25°C.);

2.5 partition coefficient between water and an appropriate
non-miscible solvent (eg n-octanol);

2.6 density (for liquids only);

2.7 hydrolysis rate under stated relevant conditions;
2.8 photolysis under stated relevant conditions;

2.9 absorption spectra, eg ultra-violet, visible and

infra-red, ets;

3. Technical Grade Material

3.1 source; name and address of manufacturers and addresses
where manufactured;

3.2 appearance (physical state, colour and odour);

3.3 the minimum (and maximum) active ingredient content in
% w/w;

3.4 identity and amount of isomers, impurities and other
by-products, together with information on their possible
range expressed as 7 w/w.

FORMULATED PRODUCT

1. General Description (Identity) of the Formulated Product

In addition to the information required for the active irgredient,
the general description of the formulated product to be registered
should, in all cases, include:

1.1 formulator's name and address;

1.2 trade name (proprietary name);

1.3 use category (herbicide, insecticide, etc);

1.4 type of formulation (water dispersible powder, emulsifiable
concentrate, etc.).

*
Pure - Active Ingredient cf highest attainable purity.

(Definition provided by FAO)




2. Composition
*
2.1 content of active ingredient(s)

Z.2 coutent and nature (identity if possible) of other compo-
nents included in the formulation, eg technical grade,
adjuvants and inert ingredients;

2.3 water content (where relevant)

3. Physical/Chemical Properties of the Formulatad Product

3.1 appearance

3.2 storage stability(in respect to composition and physical
properties related to use);

3.3 density (for liquids only);

3.4 flammability: 1liquids - flashpoint
solids - a statement must be made as to
whether the product is flammable

3.5 acidity (where relevant);
3.6 alkalinity (where relevant);

3.7 other properties may in certain cases need evaluation.

4, Physical Properties of the Formulated Product Related to Use

The following is not exhaustive for either properties or types of
formulation. Some relevant test methods may be found in CIPAC
Publications but.other proven methods may also be used:

4,1 wettability (for dispersible powders);
4.2 persistent foam (for formulations applied in water);

4.3 suspensibility (for dispersible powders, suspensiom
concentrates);

4.4 wet sieve test (for dispersible powders, suspension
concentrates);

4,5 dry sieve test (for granules, dusts);
4.6 emulsion stability (for emulsifiable concentrates);
4,7 corrosiveness (when necessary);

4.8 known incompatibilities with other products;
eg pesticides, fertilizers.

*
with more than one active ingredient information should be give
on each ingredient separately.
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EFFICACY AND CPOP SAFETY

Proper assessment of the effi:acy of a pesticide is an essential
component of the requirements for registration. Working Paper &
(Appendix VI) was used for this discussion. Efficacy evaluation
should be based on data provided by the applicant, preferably from
a zone with a climatic and crop/pest condition similar to those
prevailing in the zone where the application for registration will
be made, If efficacy data can be supplied in accordance with inter-
nationally agreed evaluation methods,when available, then it should
aot normally be necessary to repeat all the biological assessments
in each and every country where the pesticide is being registered.
Applications for registration should contain detailed information on
the conditions under which the trials were carried out,

All members stressed the urgent need to develop protocols for efficacy
testing against major pests of principal crops grown in the Region,

It was emphasized that scarce resources were being used to develop
efficacy data at national level, leading to intensive duplication of
effort by not permitting transportability of data, due to an absence
of test protocols,

All 11 countries agreed tc the principle of transportability and local
use of efficacy data, dependent on the development of appropriate trial
protocols.

RECOMMENDATIONS

The Meeting

Havine emphasized, the need tc usz harmonized methods for efficacy
evaluation of pesticides;

Having noted the continuing progress in the development of such methods

in particular by European and Mediteranian Plant Protectiun Organization
(EPPO) (in collaboration, for herbicides, with EWRS) by the American Society
for Testing and Materials (ASTM), by the American Phytopathological Society
(APS) and by the Australian Weed Committee;

Noting the existence of "FAO Guidelires on Efficacy Data For the
Registration of Pesticides' prepared by the Group on Registration
Requirements of the FAO Panel of Experts on Pesticide Specifications,
Registration Requirements and Application Standards,

Recommends that:

(i)  this document is of sufficient importance that FAO bring it to the
immediate attention of gcvernments and subsequent publication as
approved FAO Guidelines;




(ii) agencies developing guidelines should be encouraged .o continue
their activities in this field;

(iii) in so doing, methods from different parts of the world should be
compared with the aim of arriviug at least at a common framework
for guidelines at world level;

(iv) FAO should encourage appropriate regional organizations and
institutes to establish programmes for the preparation of guide-
lines for the efficacy evaluation of pesticides for the control
of pests, diseases and weeds of major tropical and sub=-tropical
CTrops;

(v) consideration should be given to the preparation of harmoni zed
methods for efficacy evaluation of pesticides used in animal
husbandry.

Further having emphasized that the efficacy evaluation of pesticides
for registration should be based as far as possible, on consideration
of all available data obtained by recognized harmonized methods;

Having considered the practical advantages to be derived from close
Collaboration between official agencies,manufacturers and international
organizations;

Having recognized that implementation of the use of hairmonized methods

depends on explicit recognition of such methods by national authorities
end positive commitment on the acceptability of relevant data obtained

by their use;

Recommends that:

(i) efficacy evaluation should be based primarily on the data provided
by the applicant, using harmonized methods and reported in a
systematically presented complete dossier;

(ii) registration authorities should positively commit themselves to
the recognition of particular internationally harmonized methods
and to the acceptability of relevant efficacy evaluation data,
produced by such methods, in other countries or regioms, or from
other competent source;

(iii) where resources permit the registration authority should partici-
pate in at least a proportion of the trials carried out by the
applicant and, it deemed necessary, organize limited additional
efficacy trials and
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Having recognized that this progress does not yet extend to harmonized
methods for many pests, diseases or weeds of tropical or sub-tropical
crops, or for pesticide use on animals or other situations;

Further sirongly recommends ihat UNIDO/FAO give urgent attention to
coordinate and provide substantive support to the development of test
protocois, through the Regional Network,

TOX1COLOGY

Working Paper 5 (Appendix VII) was considered, Sufficient data on
toxicology were necessary to show that when used as recommended

the product would not cause ili effects to those applying it, to
consumers of treated crops or to wildlife, The data should permit a
hazard classification of the product and indicate the handling and
application precautions necessary and also should indicate diagnceis
and treatment in the case of poisoning. The scope, scale and duration
of the toxicolegicil studies required will vary, depending on, amongst
other things the newness of the active ingredient, the nature of the
toxic effects observed, species variability, as well as the proposed
use pattern and the physical and chemical properties of the pesticide
and its formulation, The majority of the tests should be carried out
with the active ingredient, but information may also be necessary on
the acute oral and dermal toxicity and irritancy of the propcsed
commercial formulation,

Ten commtries indicated they would accept toxicological Jata developed
by companies in accordance with Good Laboratory Practice but one ccuntry
required some limited local testing.

Five countries had accepted the WHO classification of Pesticide by Hazard,
for labelling purposes, which was also supported by GIFAP, two countries
said they could accept this in the future, four countries indicated that
it would be necessary to amend the law before acreptance with two of the
four indicating they would be prepared to consider this.

RECOMMENDATIONS

The Meeting

Noting the dz2velopment of complementary docu 2ntation by WHO, the Council
of Europe and OECD and

Recognizing that the implementation and use of such guidelines would
improve the quality, mutual acceptance and relevance of the results of
toxicity testing to the evaluation of possible hazards arising from the
use of pesticides




Recommends that the guidance on toxicological data requirements

contained in the publications by WHO and Council of Europe (see

Appendix VII) be brought to the attention of all registration authorities
and that they be urged to accept, as appropriate, advice therein, in
particular with the view of achieving mutual acceptability of data.

RESIDUES

32 WorkingPaper 6 (Appendix VIII) was used as a basis for discussion.
Information on the chemical nature and concentration of the residues
left by a pesticide in foods anc feeds after application as directed
and in accordance with good agricultural practice should form part of
registration application.

33 Nine countries are accepting data developed in other countries with
similar climatic conditions, while two countries require local testing
to be carried out.

RECOMMENDATIONS

34 The Meeting

Being aware that different countries sometimes require different types
of residue data generated by very specific procedures;

Recognizing the considerable variation in current procedures for
developing data and the ensuing constraints that this places on
acceptance and evaluation of the data;

Noting the existence of the draft "FAO Guidelines on Crop Residue Data"
(IUPAC publication in Pure and Applied Chemistry, Vol, 54, No 7 pp 1361~
1450, 1982 - which was circ lated on a room document)

Recommends

(i) that this document is of sufficient importance that FAO bring it
to the immediate attention of governments and arrange further
review and publication as official FAO Guidelines;

(ii) that governments and industry accept and use these guidelines as
soon as possible,

(iii) that governments take note of the benefits to be derived from
generating and submitting data for consideration by the Joint
Meeting on Pesticide Residues and Codex in order that recommen-
dations may be made for maximum residue limits on crops being
exported by countries from eithin the Region,
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ENVIRONMENTAL IMF.ACT

Working Paper 7 (Appendix IX) was discussed. Before registering a
pesticide each country must assess which aspeccts of its environment
might be affected by the proposed use. It should decide the values

to place on these aspects and weigh them in light of its needs under

its own agricultural circumstances e.g. fish toxicity tests must be

done on all pesticides used in paddy. To do this data must be provi-
ded in the registration application to allow a reasonable judgement to
be made of the environmental behavior of product when used in the

manner propesed. The test programme shculd have been designed according
to the characteristics and conditions of the proposed use of the product
and the test species carefully selected in order to justify broad environ-
mental predictioas from the results of the test.

RECOMMENDATIONS

The Meeting

Having considered the report of the Second FAO Expert Consultation on
Environmental Criteria for the Registration of Pesticides: (FAO Plant
Production and Protection Paper 28).

Empliasized the value of primary data on the properties of the pesticide,
fate and mobility studies, data on the toxicity of the pesticide used
for assessing possible hazards to man and information on use patterns as
a means for predicting the fate of the pesticide in and effect on the
environment; and

Recognizing that the main purpose of such studies is to provide cata
which determines the need for precautionary statements and limitations
appropriate to minimize the potential adverse effects on non-target
organisms;

Stressed that laboratory studies on environmental effects of pesticides
which predict a pronounced positive effect against one or more test
species should be checked by field studies where the many interacting
environmental factors may exert their influence; and

Recommends that the guidance on data requirements contained in the

Report of the 1981 FAO Expert Consultation on Environmental Criteria

for the Registration of Pesticides and on procedures fcr carrying out
individual tests issued by OECD be brought to the attention of all
registration authorities and that they be urged to accept, as appropriate,
advice therein, in particular with the view of achieving mutual accepta-
bility of data; and
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Furtner recommends that FAQ commissions case studies for several
widely-used pesticides to compare the potential fate in and effect
on the environment as predicted crom the envitonmental criteria
with data and experience as presented in the world scientific
literature.

MODEL REGISTRATION SCHEME (FAO GUIDELINES)

Revised FAO Guidelines and Model Scheme for the Establishment of
National Organizations for the Registration and Control of Pesticides
which were intented to replace earlier guidelines were in an advanced
stage of preparation. They would become available in 1984.

The meeting used Working Paper 1 (Appendix X) for discussions. It

was pointed out that registration is the agreement by the appropriate
authority that a product way be used in a defined way and is safe for
the registered uses. The main purpose for registration is to provide
reassurances to government and the putlic that pesticides when properly
used, are effective for the uses claimed and will not carry unacceptable
risks of harming users, consumers of treated crops, or environment in
the treated area.

The use of a pesticide should be permitted only if the benefits outweigh
the risks involved. The balance between benefit and risk will differ
greatly under different socio-economic conditions, and, it is important
for each country to study its own priorities when deciding what compounds
may be registered and not be too much influenced by decisions made
elsewhere.

RECOMMENDAT IONS

The Meeting

Believing that each country should be able to control pesticides in its
area of jurisdiction and;

Noting that many countries have alrrady established a pesticide registra-
tion process to assess the safety and efficacy of a pesticide before it
may be sold;

Realizing that after the registration of pesticides, arrangements must
be made to enforce compliance with the conditions under which; the
product was registered with regard to the compositional statement,
labelling, packaging and availability and;

Recommends that government should implement a pesticide registration
and control scheme as soon as practicable;




41

42

43

44

45

Further recognizing the considerable variation in the extent of control
in different countries and the importance of establishing effective
control, and

Noting the existance of the draft of the FAO Guidelines and Model Scheme
for the Establishment of National Organizations for the Registration and
Control of Pesticides.

Recommends that the draft revision is of sufficient importance that FAO

should bring it ‘to the attention of governments and after further expert
review it should be published as official FAO Guidance on this subject.

COMMODITY PESTICIDES AND PROPRIETARY RIGHTS

The meeting considered Working Paper 2 (Appendix XI) during discussions

on these subjects. Commodity products are often referred to as products
which were either, mever patented, or products on which the patent life

had expired.

A pesticide product introduced and registered for the first time in a
country could be considered to be a proprietary product belonging to the
original (first) registrant, on the basis of the fact that as the

original registrant had developed and submitted the required toxicological,
efficacy and residue data, he should have the right for a period of
exlusive use of that data. Subsequent registration should not be
acceptable unless the applicant develops the same data or has obtained
prior written authority from the original registrant to use his data.

It was recognized that there was a difficulty deciding whether or not a
product was a commodity product using the patent life as a guide in view
of the variation between countries in patent protection and life of the
patent,

All countries kept registration data confidential and although a few were
in favor of the principle of an exclusive use period being provided only
one country was operating such a system. The possibility of chemical
companies not supplying pesticides tc countries who were not operating
procedure ta protect proprietary rights was raised by GIFAP.

RECOMMENDATIONS

The Meeting

Being aware cf the problems facing registration authorities in processing
applications for the registration of pesticides that are not p2tented and
produced by two or more manufacturers, 2nd;
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Recognizing that unforseen risks could arise from the appearance on the
market of products, which although copies of fully evaluated and
registered products were not themselves fully tested;

Noting that 2 formulator purchasing an active ingredient should have
the right to rely upon thke proprietary data which are owned by the
producer from whom he obtains the active ingredient in obtaining
registration of his own formulation;

Recommends ¢

(i) that registration authorities proceed with caution in processing
the registration of such products and only accept them when fully
satisfied that thc normal registration criteria fcr safety and
efficacy have been met, paying cue attention to the proprietary
nature of the registration data;

(ii) that with regard to the proprietary nature of registration data
submitted for new pesticides, the procedure used should provide
a significant period of exclusive use to the registrant who
generates the registration data, and;

(iii) that with regard to the proprietary mature of registration data
submitted for new and existing pesticides that registration
authorities request a registrant to certify that he generated the
data or that he had permission from the original developer of the
data to use that data,

Further recognizing that the public has the right to see documents
related to the health and safety characteristics of pesticides and that
such disclosure provides opportunity for the violatiou of the proprietary
rights of data submitters,

Recommends that countries which provide for such public disclosure do so

only under safeguards which will serve to preclude unauthorized competitive
use of the data.

PHASED REGISTRATION

Some of the benefits of a phased registration scheme as well &s some of
the conceruns which had been expressed were outlined in Workin Paper I
(Appendix X). Nine countries were operating a type of phased registration
scheme but the majority of these countries had only two clearance steps

in their schemes. Two countries were not operating a phased registration
scheme, but both said they were considering the introduction of such a
scheme,
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RECOMMENDATIONS

The Meeting

Recognizing that the development of a pesticide is a gradual process and;
Noting that several countries in the Network have acknowledged this fact
and devised phased or stepwise registration schemes, that in all knowm
cases have been very successful and to the benefit of all concerned;
Recommends that comsideration be given to a phased approach to pesticide

registration both in existing national processes and in the establishment
of any new national registration authority,

EFFECTIVE NATIONAL CONTROL OF PESTICIDES

AVAILABILITY OF PESTICIDES

Working Paper 8 (Appendix XII) was discussed in the meeting. Some
deleterious effects of pesticides may be the result of inadequate control
of the supply and distribution of a pesticide in a country, 1In
consideration of the Working Paper, the meeting agrced that the preoposals
contained therein to restrict the availability of pesticides by creating
categories under which pesticides are restricted to specially trained
classes of operators based on the WHO Classification of Pesticides by
Hazard was at this time inappropria-e to some countries of the region,
and was therefore not acceptable. Two methods of restricting availability
can be exercised by the regulatory authority, namely by imposing
restrictions by not registering a pesticide or, by restricting its
availability (as a condition of registration) to certain groups of users,

All countries present at the meeting were using one of the above methods
as a means of restricting the availability of pesticides, The parameters
used on which such decisions were based vary widely and must be left to
the discretion of the registration authority bearing in mind the situation
prevailing in individual count~y,

RECOMMENDATIONS

The Meeting

Believing that restrictions or control on the availability of pesticides
can contribute to a reduction in the number of accidents with pesticides;

Recommends that registration authorities give special attention to drafting
restrictions on the availability of pesticides;




51

52

53

SPECIFICATIONS

It was stressed that specifications were particularly of value in

the case of older commodity products as a means of ensuring that
pesticides in the market were of acceptable quality. It could also
be used as a guarantee of the quality and/or as a part of a comtract
of sale, However certain countries were using FAO specifications

for agricultural pesticides and WHO specifications for public health
pesticides, respectively, as a standard when evaluating applications
for registration,

The Working Paper 9 (Appendix XIII) on this subject was accepted by
the meeting .

RECOMMENDATIONS

The Meeting

Recognizing that the specific composition of a pesticide and products
containing it is generally regarded as a trade secret,

Recommends that data on composition submitted during the registration
process should be considered 'commercial-in confidence' by registra-
tion authorities,

Acknowledging that there was a great demand for international speci-
fications, reflecting the international character of trade in
pesticides,

Believing that these are necessary only when two or more manufacturers
and formulators are involved.

Recommends:

(i) that specifications for all commodity products should be prepared
as rapidly as possible on an international basis as FAO specifi-
cations when required by trade, or on a regional or national
basis if more appropriate;

(ii) that existing FAO specifications should be reviewed where
necessary and a revised edition of the FAO Manual on "Use of FAO
Specifications for Plant Protection Products" be prepared and
published as soon as possible.
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Working Paper 10 (Appendix XIV) was used as the bases for discussion
on this item. It was emphasized that the acceptance of the pesticide
label is one of the main respomsibilities of the registration autho-
rity. The importance of the label and the information it contains
cannct be over-emphasized. The lavel should provide technical infor-
mation, instructions and advice from the supplier of the pesticide to
the purchaser as well as to end users of the product. In those cases
where all the required information will not fit on the container, a
leaflet could be used, subject to the legal requirzments of the country

and if such a leaflet is used it should be considered as an extension

of the label. The safe and effective use of pesticildes depends to a
large extent on the completeness and clarity of the statements made on
the label, the users understanding of this advice and his compliance
with them.

RECOMMENDATIONS

The Meeting

Kecognizing the importance of providing users and others involved in
the handling of pesticides with clear, concise and adequate directions
for their safe and effective use, transport, storage and disposalj

Recommends that requirements for labelling pesticides should be harmo-
nized to the maximum extent possible and, to this end, that labels

should include the following information:

1, Identification

1.1 Trade name;

1.2 The use category of the product (e.g. insecticide, acaricide,
herbicide);

1.3 The names of all active ingredients and their concentration
in the product, expressed on a weight/weight basis (g/kg) or
weight/volume (g/liter) as the case mavbe with the active
ingredients being designated by the IS0 common name or, if
not available, the national common name(s) or the chemical
name;

1.4 The name and address of the manufacturer/distributor and/or
company responsible for marketing the product;

1.5 Type of formulation;

1.6 Main uses;




1.7 Weight of the contents of the pack (or volume for liquid
preparations);

1.8 Manufacturing lot identification; and data of manufacture
(shown by month and year) and as an option depending on
local requirements, the expiry date.

1.9 Registration number (where required).
Precautions

2.1 /opropriate and clear indications of the degree and the type
of hazard, using the relevant warning of risk symbols, should
appear on the label, when the nature of the foimulated product
makes it necessary. These should be in keeping with a harmo-
nized Classification of Pesticides by Hazard, preferably that
proposed by WHO;

2.2 Appropriate instructions, in the form of standardized safety
phrases, for the protection of consumers, operators, livestock,
domestic animals, environment and third parties;

2.3 The recommended first aid, antidote (if any) and other infor-
mation for physicians as required by the appropriate health
authorities when the toxicity of the formulated product
warrants it;

2.4 For each use, and where appropriate there must be a suitable
statement to show the period that must elapse between
application of the product and:

- sowing or planting
- harvesting, use or consumption
- sowing or planting of subsequent crop

Direction for Use

Directions for use are supplied by the manufacturer in accordance
with the type of formulation and apolication detail specified.
These directions include application rate, method, and as far as
required the number and time of application.

Information and/or Advice on Storage and Disposal

Advice should be given on the label on how to dispose of empty
containers as well as unwanted or contaminated product. Guidance
on safe storage should also be given on the label.

Recognizing the advantage of a system of standard phrases for instruc-
ting users and others in the precautions necessary to ensure human and
environmental safety, and;
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Having examined the Guidelines on Good Labelling Practice for Pesticides

prepared by FAO and endcrsed by the Group on Registration Requirements of
the FAO Panel of Experts on Pesticide Soecifications, Registration Reyuire-
ments and Application Standards.

Recommends these guidelires should be adopted and used by industry in
preparing labels and by registration authorities in the acceptance and
approval of labels.

Further believing that recent developments in the use of graphics/
pictograms to convey label information may be useful, particularly
in countries where users are or may be illiterate;

Recommends that FAQO take a lead role in promoting the use of a more
extensive use of graphics/pictorgrams in pesticide labelling, and one
harmonizing symbols, and colour coding, based on hazard, currently used
on labels,

PACKAGING AND STORAGE -

In discussions on this subject Working Paper 11 (Appendix XV) was used.
Containers must be strong enough to withstand the rigors of transport,
they must be impervious and they must be constructed of such materials
so as not to affect the contents of the containers. Many registration
authorities require details of the packages to be used, as part of the
registration requirements.

RECOMMENDATIONS

The Meeting

Eeing aware of the inter-relationship of suitable packaging for pesticides
and adequate storage standards and;

Recognizing the importance of good packaging and storage in reducing
risks from pesticide by sometimes avoiding the need to tackle difficult
disposal problems;

Noting the existence of draft "FAD Guidelines for the Packaging cnd
Storage of Pesticides";

Recommends that the document is of sufficient importance that FAO bring
it to the immediate attention of government and subject it to further
expert review and subsequent publication as official FAO Guidelines.
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DISPOSAL

Working Paper 12 (Appendix XVI) on disposal of surplus pesticides and
pesticide contziners was considered by the meeting. It was pointed
out that disposal of surplus pesticide and pesticide containers is a
problem throughout the world. Little practical information on disposal
is published although the Council of Europe had prepared a chapter in
their bookiet "Pesticide" Sth Edition on the subject (Background Paper
L). The meeting was informed that a Consul tant was to commence work
for FAO to prepare Guidelines on Disposal.

RECOMMENDATIONS

The Meeting

Recognizing that disposal problems may often arise from inadequate
packaging and storage of pesticides; and

Believing that guidance on the disposal of pesticides and pesticide
containers is vital in minimizing the environmental damage which may
be caused by careless disposal of pesticides;

Noting the existence of Guidance on the Disposal of Surplus Pesticides
and Pesticide Containers prepared by the "Council of Europe";

Recommends that the document is of sufficient importance that FAO bring
it to the immediate attention of governments and develop guidelines
based upon. it for expert review and subsequent publication as FAO
Guidelines,

CODE OF CONDUCT

The meeting was informed that FAO, in consultation with other concerned
agencies and international organizations, had drafted a "Code of Conduct
on Distribution and Use of Pesticidis." The draft Code aimed at iden-
tifying potential hazards associated with the distribution and use of
pesticides and defining the actions needed as well as the responsibili-
ties of the various parties concerned (e.g., governments, manufacturers,
distributors, users).

The draft was to be sent to Member Governments and appropriate interna-
tional organizations for comment, Comments received would be taken into
consideration in preparing a revised draft Code which would be discussed
at a Government Consultation in Rome, tertatively planned for the period
25 to 28 June 1984. The preparation of the Code was being coordinated
with other related activities within the U.N.
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CONSIDERATION OF THE REPORT OF THE SECOND GOVERNMENT CONSULTATION OF

INTERNATIONAL HARMONIZATION OF PESTICICL REGISTRATION REQUIREMENTS
ROME 1982

The report of the above Consultation which was held in Rome from

11-15 October 1982 was available to the meeting as Background Paper

M. It was of considerable interest as reflected in the wide demand

for copies. Many countries throughout the world had already adopted

or were considering adopting many of the recommendations of the Con-
sultation which was attended over 120 persons representing 42 countries
as well as 11 U.N. agencies and other organizations.

FAO had followed up the recommendations directed to it during the
Consultation.

IMPLEMENTATION AT NATIONAL LEVEL AND COORDINATION OF ACTIVITIES
IN THE REGION,

The UNIDO Consultant presented a paper prepared by him on Proposals
for the Harmonization of Pesticide Registration Requirements for the
Regional Network for Production, Marketing and Control of Pesticides
in Asia and the Far East (RENPAF).~ Background Paper N. DMost points
outlined in this paper were discussed in preceeding sessions of the
meeting, but in introducing the paper the meeting was reminded that
one of the recommendations to the Director-General of FAO from the
1982 Second Government Consultation on Internationmal Harmonization
of Pesticide Registration Requirements was that every encouragement
be given to all organizations engaged in the development of harmonization
of pesticide rcgistration requirements and procedures,

The First Technical Advisory Committee Meeting of the Network, held
in Manila on 8 - 12, November 1982, resolved that there was a need
for harmonization of pesticide registration requirements within the
Region. A sub-network was established and a Consultant appointed.
The Consultant visited the nine member countries, over the past 6
months,

The paper defined the term "harmonization' and spelt out the benefits
to be obtained by countries when utilizing harmonized registration
requirements for pesticides. These included:

~ greater transportability of data

- a reduction in delays in achieving registration
- regular and more uniform standards

~ greater value from information sharing

- wider availability of pesticides

- reduction in hazards of distribution and use

Proposals for harmonizing the rpecific data requirements were outlined

in the paper, as also were some suggestions on how the registration
process should be operated. Finally some of the problems in registration
procedures such as proprietary rights to registration data, registration
of commodity products and change in source of active material were noted,




RECOMMENDATIONS

The Meeting

Recognizing the need to harmonize pesticide registration requirements
within the Region and,

Noting that many countries in the Region have pesticide registration
schemes which have been developed to meet their own needs,

Nevertheless believes there are benefits in having harmonized pesticide
registration requirements and ]

Recommends that countries agree to consider modifying, where necessary
their legislation and/or registration procedures to achieve a greater
degree cf harmonization and in particular tc requiring:

1) all pesticides to be registered before they can be sold or offered
to sale, without the need to gazette or list same before the
registration process can be undertaken.,

2) the use of the WHO Classification of Pesticides by Hazard for
labelling pesticides and

Noting it is important that:

(a) The Pesticide Industry be made fully aware of the registration
requirements;

(b) The label be considered as a vital part of the registration process;

(c) Hazard should be taken into account when considering the availability
of pesticides,

(d) Color coding should be harmonized if possible and be based on
hazard rather than type of use,

(e) The assistance of Ministry of Health be sought in the evaluation
of toxicology and guidance given on label warnings.

(f) Full use be made of the Regional data base for information on which
pesticides are registered, and which are no longer registered or
which have been refused for registration or restricted in use and
for what reason and,

(g) Certain data submitted to regulatory authorities may be proprietary

in nature and thus, subsequent use of this data should bz subject -
to adequate protection,

Recommends that each registration authority takes into account the above -
points to ensure the prudent, safe and effective use of pesticide in
their country.
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COMPILATION OF DATA AT THE NATIONAL AND REGIONAL LEVELS

The meeting was informed that funds had been made available through
the Project for computer equipment to process information provided
by member countries. Statistics on production and use were being
processed at the moment.

The meeting agreed that it would be of value to have data on regis-
tration available on a regional basis and identified certain headings
under which such data could be collected. These were:

- common name (after ISO where possible) of active ingredient

- content of active ingredient; weight/weight - (g/kg) or weight/
volume - (g/liter) as the case may be.

- type of formulation - e.g. wettable powder

- type of use - e.g. herbicide, (using WHO letter codes)
- source of active ingredient (country and manufacturer)
- year of first (full) registration

- crops on which registered

- rtestrictions on use (if any)

in the case of products for which registration had been cancelled it
was agreed that a separate list was necessary to record the above
details (plus date of cancellation) and also to record the reason
for such cancellation.

Country delegates agreed they could respond within 3 months after
receipt of a request for the above information.

OTHER BUSINESS

SPECIAL FORMULATIONS AND CROSS CONTAMINATION

These subjects were not discussed but will be referred to the appropriate
sub-network within the Network for consideration.

SPECIAL NEEDS

A number of special needs in the context of pesticide registrations had
been identified earlier in the agenda. There was a continued need for
training personnel in all aspects of pesticide registration activities.
The meeting was advised that speciai problems with pesticides existed
in countries in the South Pacific.
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RECOMMENDAT IONS

The Meeting

Recommends that the Regional Network considers coordinating a meeting
to discuss special problems in the controi of pesticides in the
countries of the South Pacific Commission.

REPORTING ACCIDENTS AND INCIDENTS INVOLVING PESTICIDES

The meeting supported the view expressed by GIFAP that there was a need

to have a system in operation to obtain accurate records of accidents

and incidents involving pesticides. Likewise there was value in countries
establishing Poisons Centers from which information on pesticides and
first aid treatment could be quickly obtained shculd the need arise.

RECOMMENDAT ION

The Meeting

Noting that this subject could well be discussed by the toxicology
sub-network,

Recognized that there is a need to have systems ‘to accurately record
pesticide poisoning and that the establishment of a Poison Centres
from where information on treatment on poisonings could be obtained
was desirable.

Recommend that these two aspects be referred to governments,

GENERAL RECOMMENDAT IONS

The meeting took note of the nature and diversity of national registra-
tion schemes operating in the region resulting in:

(a) the use of inappropriate pesticides often of poor quality
which poses a danger of causing crop losses,

(b) a waste of the rather limited resources available in the region
through duplication of work in developing registration date,

(c) the immediate and long-term hazards which could posed to farmers,
the general public and the environment through improper pesticide
management practices,

(d) Jjeopardising the export of agricultural produce due to unacceptable
residues of pesticides,
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(e) the adverse effects of pesticides on fish which is a much needed
source of nutrition in rural areas of the region and

(f) the lack of effective and safe formulations in the context of the
climatic and socio-economic conditions prevailing in the Region.

Following discussion: based on the various working papers, background
papers and the Consultant's report;

The Meeting

Noting that although progress has already been made within che region
in harmonizing a number of requirement for pesticide registration, and

Acknowledging that further progress had been made as a result of this
meeting.

Noted that:

a) Agreed protocols for bio-efficacy trials are either to be developed
and/or finalized and adopted,

b) Pre-harvest intervals after pesticide application on crops should
be considered and harmonized where possible within the Region as
this is one of the key requirement for labelling,

c¢) Certain recommendations contained in this Report on packaging, and
labelling need to be finalized and adopted by the member countries,

d) The activities of the toxicology sub-network may also contribute
to harmonization;

Recognized that there is scope for considerable revision and improve -
ment in harmonization of registration requirement in the region, in
the context of the Network,

Recommends the promotion of collaborative arrangements, including
analytical services within the Network with a particular view to
assisting those countries who will be unable to provide their own
facilities in the foreseable future.

Further recommends that the operation of the sub-network will need to
be continued and non member countries be encouraged to become members,
if the defined objectives are tov be achieved and

Further recommends that provision be made for further activities of this

sub-network and other sub-networks to promote harmonization in specific
areas and to monitor the progress of harmonization as a whole within the
Network.
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ADOPTION OF REPORT

The report was adopted

CLOSING REMARKS:

The UNIDO Consultant expressed the view that considerable progress had
been achieved at the Meeting towards the aim of harmonizing pesticide
registration requirements in the Network. However, there was further
progress to be made which would largely dependent on delegates and the
commitments and endeavor they would make on return to their countries
to fully achieve the objectives of the meeting. He expressed his
thanks to the many officials in the countries visited for the help they
had given him and said he had achieved a great deal of satisfaction
from the work.

The Rapporteur thanked the Secretariat for the tremendous help and
support given by them, not only during the meeting but in the prepa-
ration of dozuments and papers prior to the meeting. The meeting
heartily endorsed these thanks.

The Chairman thanked delegates for their participation and support of
the meeting. She hoped they would carry the message of implementation
of the proposals and recommendations back to their respective govern-
ments and in tne near future, most if not all of the recommendations
would be implemented. She also thanked UNIDO for their support of the
meeting and hoped there would be provision to be able to follow up on
the progress towards the implementation of the recommendations. She
thanked the resource people, Mr. D. Campt and Dr. Balasubramaniam for
their introduction to various agenda items.

The meeting expressed their gratitude to the UNIDO Consultant for his
work during the last 6 months, not only to individual countries but
also to the meeting.

The Chairman was thanked for the untiring dedication she had given to
the sub-network on harmonization of pesticide registration requirements
as well as to the Regional Network. The meeting had run smoothly and
was successful., The delegates also thanked the Government of the
Philippines for their support of and hosting the meeting, both notes

of thanks being carried with acclamation.

The meeting then closed.
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DELEGATES

BANGLADESH - A. S. Mosharraf Hossain
Assistant Director Agri Extension
Pesticide Administration Quality Control
and Residue Analysis Section
. Plant Protection Division
Department of Agricultural Extension
Dhaka

INDIA - Shyamal Ghosh
Joint Secretary
Ministry of Chemicals and Fertilizers
Government of India
New Delhi
Telephone No. 381573

- Kawal Dhari
Manager, Product Development
Hindustan Insecticide Limi ted
(A Govt. of India Enterprise)
Hans Bhawan, Wing I, B. S. Z.
Marg, New Delhi - 2
Telex No. 031-4628
Tel. No. 278778

INDONESIA - Mulyani Soekardi
Secretary, Pesticide Committee
Pasarminggu, Jakarta
Telephone No. 781652

JAPAN - Hiroaki Nakamura
Director of Agricultural Chemicals
Inspection Station
Ministry of Agriculture, Forestry
and Fisheries
2-772, Suzukicho, Kodaira, Tokyo
Telephone No. 0423-83-2151

KOREA - Young-Sun Park
Head of Pesticide Chemistry Division
Agricultural Chemicals Research Inst.
Cffice of Rural Development
249, Seodungdong, Suweons 170

MALAYSIA - A. Balasubramaniam
Secretary, Pesticides Board
Department of Agriculture
Jalan, Gallagher, Kuala Lumpur
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PAKISTAN - Farid Uddin Ahmad
Plant Protection Adviser/Director
Ministry of Food and Agriculture.
Department of Plant Protection
Malir Halt, Karachi 27

Tel. No. 482347 - office
462207 - res. .

- M, M. H. Baig
Government Analyst and Principal
Scientific Cfficer
Pakistan Agri. kes. Council
Malir Halt, Karachi 27

Tel. No. 482712 - office
461871 - Res.

SRI LANKA - Bruce Albert Baptist
Registrar of Pesticides

Department of Agriculture

Peradeniya
THAILAND - Adul Worawisitthumrong
Director, Agricultural Regulatory Div.
Department _of Agriculture
Bangkok
- Sukhum Wong-Ek
Agricultural Technologist
Agricultural Regulatory Division
Department of Agriculture, Bangkok
PHILIPPINES - Cecilia P. Gaston

Regional Coordinator, RENPAF

Deputy Administrator for Pesticides
Fertilizer & Pesticide Authority
Raha Sulayman Building, Benavidez St
Makati, Metro Manila, Philippines

Telex No. 23176 FPA PH
- Aida V. Ordas

Chief Chemist
Fertilizer & Pesticide Authority

- Carmen Castaiieda
Agromedical Officer
Fertilizer & Pesticide Authority
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Fernando F. Sanchez

Chairman

Pesticide Technical Advisory Committee (PTAC)
Fertilizer & Pesticide Authority

Thelma A. Antazo

Chairman, Sub-Committee on Residues
and Fate in the Environment (PTAC)

Fertilizer & Pesticide Authority

Douglas D. Campt

Director Registration Division
Office of Pesticide Programs
Environmental Protection Agency
401 M Street, SW

Washington, D.C.

U, S. A.

INTERNATIONAL OURGANIZATIONS

UN AGENCIES

UNIDO

(United Nations
Industrial Dev-
elopment Organi-
zation)

WHO
(World Health

Organizations)

FAO
(Food and Agri-
culture Organi-

zations)

Ivan Piuhar

Neda sa Makati .Bwilding
106 Amorsolo Street
Legaspi Village, Makati
Metro Manila, Philippines

Brian Watts

Consultant

71 Woodland Road
Wellington 4, New Zealand

Sylwester R. Panfil

Senior Interregional Adviser
UNIDO, Vienna International Centre
Austria

John Copplestone

Chief, Pesticide Development, Safe Use Unit
Division of Vector Biology & Control

WHO, Cd 1211 Geneva 27, Switzerland

Angelos V. Adam

Senior Officer -~ Pesticides

Food & Agriculture Organization
of the United Nations

Via delle Terme di Caracalla

Rome, 00100, Italy

—_—
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GIFAP -
(Interna-
tional Group

of National
Associations

of Pesticide -
Manufac turers)

J. Van der Harst

GIFAP

AV. Hamoir 12

1180 Brussels, Belgium

Siegfried Hahn

GiFAP

Av. Hamoir 12

1180, Brussels, Belgium

H. Kaufmazmn

Plant Protection

Regulatory Affairs

Hoechst AG

POB 800320

6230 Frarnkfurt 80, West Germany

Phone No. (0611)305-3801

Gerald D. Rosebery

Manager, Registrations

Pennwalt Corporation

Agrichemicals Divisim

3 Parkway, Philadelphia, PA 19102, USA

Hans Juergens Schonlau

Technical Delegate for Indonesia
and the Philippines

P. T. Bayer Indonesia

POB 2507

Jakarta, Republic of Indonesia

Richard W. Schumacher
Product Development Manager
Monsanto Singapore (PTE) Ltd.
27th Floor, Clifford Center
Singapore, 0104

Richard Waeckers

Head, Techanical Product Managenent
Bayer AG, Leverkusen, PF-AT
Leverkusei:/Fed. Rep. Germany
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OBSERVERS

David Mowbray o -
Principal Investigator, Pesticide Project

South Pacific Regional Environmental Program
Biology Department .

University of Papua New Guinea

Box 320 University Post Office

Waigani, Papua New Guinea

Benjamin P. Angeles
Technical Manager

Bayer Philippines, Inc.

EBC Building, Ortigas Avenue
Greenhills, San Juan

Metro Manila, Philippines

Jose I. Calderon

Technical Manager

Ciba-Geigy (Phils) Inc.
Asian Re-Insurance Building
corner Salcedo/Gamboa Streets
Legaspi Village, Makati
Metro Manila, Philippines

Leopoldo Camino

Marketing Manager

Planters Products, Inc.

PPI Building, Esteban Street
Legaspi Village, Makati
Metro Manila, Philippines

Eric F. Djohan

Indonesian Pesticides Imdustry Association
Marketing Manager

Bayer Indonesia

Ratu Plaza, Jakarta, Indonesia

Hideo Enomoto

Marketing Manager

Fine Chemical Department
Mitsubishi Corporation
2-3-1 Marunonchi, Chiyoda-Ku
Tokyo, Japan
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Bayani N. Gonzales

Research, Development Manager
Rhone Poulenc Phils., Inc.

ITC Building, Buendia Extensiown
Makati, Metro Manila, Philippines

Ahmad Shazalli Mahmood
Director/General Manager
Monsanto (Malaysia) Sdn. Bhd
P. 0. Box 1042, Jalan Semangat
P. Jaya. Malaysia

Cesar P. Quililan

Market Development Manager

The Shell Chemical Co. (Phils) Inc.
9th Floor, Insular Life Building
Ayala Avenue, Makati

Metro Manila, Philippines

Rosalino B. Rondon

R & D Manager

ICI/Warner Barnes

2900 Faraday Street
corner ‘South Expressway

Makati, Metro Manila

Philippines

Nobuo Sato .

Director of Product Development
Agro-Pharm Division

Nippon Soda Co., Ltd.

2-2-1, Ohtemachi Chiyoda-ku
Tokyo

Salil Singhal
Managing Director
Pesticides India

F. 0. Box 20

Udaipur 313001, India

Kosuke Tsuda

Area Mar.ager

Overseas Product Support Dept.
Pesticide Division

S:mitomo Chemical Company, Ltd.
5-15 Kitahana, Higashi-Ku
Osaka, Japan
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Ofelia M. Alba
Member, Pesticide Technizal Advisory Committee
Fertilizer and Pesticide Authority

Augusto S. Baluyot
Member, Pesticide Technical Advisory Comnittee

Fertilizer & Pesticide Authority

Emmanuel A, Belen

Marketing Manager
Agricuitural Chemicals

Ronm & Haas Philippines, Inc.
19th Floor, Metrobank Plaza
Buendia Extension, Makati
Metro Manila, Philippines

Efren V. Castro
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APPENDIX II

AGENDA

1. Opening of the Meeting
2. Election of Chairman/appointment of Rapporteur
3. Adoption of Agenda
4., Explanation of Objectives
5. Review of Current Registration Status in the Region

5.1 Country Statements
6. Data Requirements

6.1 Chemical and Physical Properties
6.2 Efficacy and Crop Safety

6.3 Toxicology

6.4 Residues

6.5 Environmental Effects

7. Model Registration Scheme (FAO Guidelines)

7.1 Special Problems in Registration Procedures-
Commodity Pesticides

7.2 Phased Registration

7.3 Proprietary Rights

8. Effective National Control of Pesticides

8.1 Availability of Pesticides
Specifications

Labelling

Packaging and Storage
Disposal

8. Code of Comduct

0o o o ™
Ve WwN

9. Consideration of the Report of Second Government Consultation
g0 I“tEEEQti°“al Barmonization of Pesticide Registration Requirements
ome, .

10. Implementation at National Level (Agreements, plans for
future agreements)

11. Coordination of Activities in the Region

12. Compilation of Data on Pesticide Registration at the
National and Regional Levels

13. Other Business

13.1 Special Formulations
13.2 Cross contamination
13.3 Special Needs

14. Adoption of Report
15. Closing
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INTRODUCTION

The Consultant visited 9 countries as a Consultant on the Harmonization of
Pesticide Registration Requirements, with the following terms of reference:

1.

To visit each of the member countries (Thailand, Indonesia, Korea,
Philippines, Bangladesh, Pakistan, India, Afghanistan and Sri Lanka)
participating in the Regional Network for the Production, Marketing
and Control of Pesticides in Asia and the Far East (RENPAF) and
hold discussions with senior officials responsible for the
registration and requlation of pesticides in each country with the
objectives of -

{(a) Encouraging interest and involvement in the harmonization of
pesticide registration requirements in the region.

(b) Reviewing administrative procedures in use in each country. &>
(c) Collecting copies of current or proposed legislation. <~

(d) Determining the current registration status in each country.

{(e) Recommending a regional harmonization scheme for discussion
during the meeting in October.

To call upon local authorities responsible for the requlation of pesticides,
and outline the purpose and advantage of werking with the network.

To provide an analysis of the current status of registration in the
region for presentation during the meeting in October.

To assist the Government of Sri Lanka in setting up a pesticide registration
scheme.

A separate report has been prepared for UNIDO on the registration schemes in
each country which were visited at the following dates:

Sri Lanka 1-14 May 1983 India 20-23 July 1983
Philippines 1-3 June 1983 Afghanistan 24-29 July 1983
Thailand 6-10 June 1983 Pakistan 30 July-4 August 1983

_ Korea 11-15 June 1983 Bangladesh 5-12 August 1983
Indonesia 16-23 June 1983

A summary of some of the main points of the registration schemes in operation
follows.

This summary is not intended to be exhaustive, but may serve as a guide on some
of the similarities/differences which occur from country to country in the
Region.
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ASPECTS CF REGISTRATION AFGHANISTAN BANGLADESH
Title of the Law The Pesticides Ordinance
1971
ADMIRISTERING AUTHORITY Ministry of Agr. and
Agricultural Pesticides © Forestry
Household Pesticides = Director, Plant Protection
Public Health - Division
Veterinary Pesticides &
<
o
[
[- 9
o
MAIN POINTS &
Compulsory e« Yes
Control of Imports > Yes
Control of Manufacture Yes
Offence to use contrary s Yes
to label x
Control of Advertising « Yes
Register applicators =
Agriculture © Yes
Pest Control Operators » Yes
Others Yes
o
NAME OF BODY z Plant Protection Tech. Sub

Considering Applicaticn

Number of members
Evaluating Data

Issuing Certificates

Comm (Registration Sub
Comm.

9-12 (17) and seconded
members

As above

B{ricior, Plant Protection
vision

TYPES OF CLEARANCE

Full

Limiced Sale
Experimental
‘Notification

Yes
No
Yes - for trial purposes
No
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INDIA

INDONESIA

The Ilnsecticides Act 1968
(Act No. 46 of 1968)

Govt. Decree No. 7 1973
on the Control of the Sale,
storage and Use of Pesticides

Ministry of Agriculture

Registration Committee

Ministry of Agriculture
D-G of Food Crops, Directoratg
of Food Protection

As above plus D-G of Food and
Drug

As above plus Health

s~ above
Yes Yes
Yes Yes - D-G of Imports
Yes No
Yes Yes
No Yes
No No
No No
No No

Registration Committee
6 + seconded members

As above

As above

Pesticides committee
22
Sub Committee of above

Ministry of Agriculture
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KOREA

PAKISTAN

Agrochemicals management
Law 1957 (Rev. 1980)

The Agricultural Pesticides
Ordinance 1971

Ministry of Agr. & Fisheries
Office of Rural Development

Ministry of Health & Welfare
Ministry of Health & Welfare
Office of Rural Development

Ministry of Food, Agr. &
Cooperative, Dept of Plant
Protection

No one

Ministry of Health

Yes
Yes
Yes
Yes
Yes

Yes
Yes
Yes

Yes
Yes
Yes
No

Yes

No
No
Aerial sprayers in Dept

Agrochemicals Management
Committee

22

Sub Committees of above

Ministry of Ag. & Fisheries

Agricultural pesticides
Technical Advisory Committee
20

Sub Committee of above

Director, Dept Plant

Protection
Yes Yes
No No
No No
Yes No
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PHILIPPINES

SR1 LANKA

THAILAND

Presidental Decree 144
30 May 1977 creating the
Fertilizer and Pesticide
Authority

Control of Pesticides
Act No. 33 of 1980

Poisonous Articles Act
1967 and Amendment Act
No. 2 1973

Fertilizer and Pesticide
Authority

" ” "
L1} " "

Ministry of Agricutlrue, Div.
and Research
- Department of Agriculture

Ministry of Agr. & Coop.
D of AG

Ministry of Health
Ministry of Health
Ministry of Agr. & Coop.
D of AG

Yes
Yes
Yes
No clear
Yes

Yes
Yes
Yes

When implemented
yes
Yes
No
No
Yes

No
No
No

Afror oasetting
Yes
Yes
Yes
No
Yes

yes
Yes
Yes

Pesticides Technical

Advisory Committee
17

Sub Committee of above

Fertilizer and Pesticide

Pesticide Formulary
Committee
10

Pesticide Formulary
Committee

Registrar, Dept of

Piosonous Articles Control
Board
14

Sub Committees

Agricultrual Regulatory
Div (of the Dept of Ag)
or Health Dept in case

Authoritcy Agriculture of Health products.
Yes yes
? No
? No
No No
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DATA REQUIREMENTS

(FORMULATION) AFGHANISTAN BANGLADESH
CHEMICAL AND PHYSICAL PROPS. Notspecified
TOX1COLOGY Oral
Dermal

© Inhalation

=

-

=~

<

4

w

-9

o

[
EFFICACY =3 2 seasons trials to be

> carried out by Govt.

Res. Station

(X} (unless standardised)

x

=

x

O

w
EFFECT ON ENVIRONMENT : Fish

RESIDUE

Method testing
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INDIA INDONES1A
Type Type
Chemical composition Composition
Analytical Test Report Stability

Methods of Analysis

Methods of Analysis

Extensive Amount.
Depends on status of
pesticide. None required|
if conc. less than
existing registered for-
mulation. If conc.
greater than existing
formulation require all
data.

LD 50 oral and dermal
LD 50 inhalation
Interperitonial

Short term

Laboratory and

Laboratory and

field Field Trials

Fish Fish Toxicity

Birds Birds

Bees Bees etc.

Comprehensive protocols Amount and type of residue
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KOREA PAKISTAN
Type Largely after FAO
Compositon
Shelf Life

Methods of Analysis

LD 50 (oral and dermal)
Where tests done.

None

Location of Experiments
Year

Variety

comparison with standard.
Stat. Analysis.
(A useful book on trials)

Phyto. datej

Location of Experiment
Year

Variety

Comparison with standard.

Fish toxicity

As FAO

5 tests - 1 on croﬁ
2 on field soil
2 on lab set

PHI, variety and type of
residues found

As FAO
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PHILIPPINES SR1 LANKA THAILAND
Yes - Comprehensive Yes - proposed Type
Composition
Structural & Emperical
formula
Shelf life

SG

Yes — Comprehensive

Yes - proposed

Limited - Not spelt out

LD 50 to animals

Commodity - none (unless
new use). Proprietary -
comprehensive

Yes - proposed

None required in
Thailand.
Overseas data accepted.

Commodity - none detailed
Proprietary - Soil

Water

Birds etc.

Yer - proposed

Limited
Fish
Bees

Commodity - none detailed
Proprietary - Identity
Decline studies
Animal studies
Effects of
processing

Yes - proposed

None spelt out.
Possibly none required




- 49 -

DATA REQUIREMENTS

(TECHNICAL) AFGHANISTAN BANGLADESH
CHEMICAL & PHYSICAL PROPS. Yes
Standard specification
O
z
—
=
<
o
. [$3]
TOX1COLOGY o Not stated
o
-~
[£3]
>
ta
=
]
=
3
SOURCE @
To be notified. Yes
1f changed what? e
z
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INDIA

INDONESIA

1UPAC

Common Name (1S0)
ldentity and Physioche-
mical properties

IUPAC name

Common name (1S0)
Structural and emperical
Composition

Stability

Physical properties

Acute toxicity

Carcinogenicity
Sub-acute neurotoxicity
Carcinogenicity, porentiation
teratogenicity, mutageni~ teratogenicity
city, metabolism mutagenicity
"Identicality" or else Not stated

new tests

New tests?
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KOREA PAKISTAN
Appears No - Not stated As for FAO
Appear Not As for FAO
No Yes
Nothing Not clear
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PHILIPPLINES

SRI LANKA

THAILAND

Comprehensivs whether a
commodity of proprietary
product

Yes — proposed

Unclear

As above.

Yes - proposed

Not spelt out

Yes
More data may be required

!

Yes
New application

No
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LABELLING AFGHANISTAN BANGLADESH

REQUIREMENTS SPELT OUT

Yes/No Yes

Where Ordinance and proposed
Rules

LANGUAGE Local

Bengali - small packs

Mixed English - large packs

O
z
Laal
COLOUR CODING Yes/No = No
Yes colour <
[+
w
s a.
o
&~
=
>
NAMES 1SO COMMON Optional
Full Chemical = Yes
1UPAC = Yes
CA w No
Inerts x No
o
w
HAZARD RATINGS o
WHO z No
Like WHO Yes - on formulation dermal
Completely No only
. SKULL AND CROSS BONES
Some products No
All products Yes
No products No

St. Andrews Cross No
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INDIA

INDONESIA

Yes
Insecticides Act 1968
Insecticides Rules 197i

Yes
Minister of Agr. Decree
No. 429 1973 - Articie 5

Hindi aid English and Indonesian
1 or 2 regional
languages
Yes, Bright Red Tox Classl No
Bright Yellow Tox Class Il
Bright blue Tox Class 1II
Bright Green Tox Class 1V
Yes or 1SI1 Yes
Yes if No Common name Yes
Yes Yes
No No
Yes No
No No
Yes - no dif. between form yes - no dif. between form
type and based on type
active No
No
Class 1 Most hazardous
No No
No No
No

Second hazard category
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Yes

Agrochemicals Management
Law

Yes
Pesticides rules

Korea Pakistan
No No

*
Yes

Pink - fungicides
Green - insecticides
Yellow - herbicides

Yes - Toxicity

1 - Red
I1 - Biue
I11 - Yellow

IV - Brown
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PHILIPPINES

SRI LANKA THAILAND
Yes Yes Yes
Guidelines issued Section 8 in Control of Section 21 of the Poisonous
pursuant to Act V PB 144 Pesticides Act Articles Act ¢
Filipino or Sinhala and Tamil Thai

English and English and if desired English

Yes Not determined No

Blue - fungicides

Red - insecticides

Green - herbicides

Orange - other

Yes Yes - proposed Tes

? No " ?

? ?

? No " Yes?

?

Yes plus inhalation and Yes - proposed No
irritancy and only one No
lass 1 Yes

Most Hazardous class Most hazardous No

No No Yes

No No No

No Possibly next hazardous No
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POST REGISTRATION ACTIVITIES

AFGHANISTAN BANGLADESH
ANALYSIS OF FORMULATION Yes - extensive at
Routine Registration and
Specific release of every
batch and import.

&

<
RESIDUE ANALYSIS o L

Very limited

«

(-9

o

&

(2

o>

=
MAXIMUM RESIDUE LIMITS 3
(MRL's) - Accepted codes for
Like CCPR o some MRLs
Compl Diff. 0

o

POISONING NOTIFICATION

No
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INDIA INCONESIA
No Yes - at Registration
Yes yes
Yes - limited Yes - limited
Yes, but limited Yes

No No
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KOREA PAKISTAN
Yes No
Yes Yes

Yes, but limited

Yes, but very limited
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PHILIPPINES

SR1I LANKA THAILAND
Limited No) limited resource Yes
Yes No ) Yes

Yes, but limited

Yes, very limited

Yes - limited

None yet

None yet

None set?

Yes - localised
basis

Yes to start on a district
basis

No




ZPEXDIX 1V

COUNTRY STATEMENT
AFGHAN ISTAN*

There is no special legislation related to registration
of pesticides yetin operation in Afghanistan, but it is under-
stood tkat discussions are being held on proposals put forward
by Dr. G. L. Baldit follewing his report to FAO on the Technical
requirements for Proposed Pesticide Legislation in Afghanistan
in 1981,

*
Statement submitted by B.B. Watts, UNIDO Consultant, in the

absence of the delegate from Afghanistan.




APPENDIX IV (Cont.)

COUNTRY STATEMENT
BANGLADESH

The Law under which pesticides are registered in
Bangladesh °is the Pesticides Ordinance 1971 (as Amended in 1980
and 1983). This law requires that all pesticides shall be
registered before they can be imported, manufactured, repacked,
formulated, sold or advertised. Submissions for registration
are made to the Director, Plant Protection Division, initially
for an application for standardization (a type of pre-registration)
and if acceptable then an application for registration may be lodged.
1f the applicaticn does not meet the standard up to 2 seasons
efficacy testing could be required by an accredited research institute.

The Pesticide Rules are still in a draft stage but the
draft is being acted on as far as registration requirements are
concerned.

The Act also requirers licenses to be issued. to import,
to manufacture, to formulate, to repack, to sell, to advertise and
be Jicensed as a pest control operator.

There is only one type of registration which is valid for
3 years; there is no phased scheme in operatiomn.

~ Registration data are evaluated by experts who are members
of the Plant Protection Technical: Sub-Committee . There.is mo color
coding for labels, all of which are marked "POISON" with skull and
crossbones.

Considerable emphasis is placed on analysis of formulations
with it being & requirement that all formulations and imports of

technical and formulations must be cleared by the Pesticide
Laboratory (set up under the Act)before they can be sold or used.
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APPENDIX TV (Cont.).

COUNTRY STATEMENT
INDIA

LEGISLATION FRAMEWORK:

1.1

1.2

1.3

1.4

The Insecticide Act of 1968 and the The Insecticides
Rules 1971, regulates the import, manufacture, sale,
transport, distribution and use of pesticides. As per
the Act, insecticide means any substance specified in the
schedulc to the Act and such other substances including
fungicides and weedicides as may be included in the
Schedule,

The administering Ministry is the Minmistry of Agriculture.

The Act provides for a Central Insecticides Board, to advise
on technical matters, consisting of 29 experts in various

disciplines with Director General of Health Services (Under
Ministry of Health) as the Chairman.

The Act also provides for a registration Committee consisting

of a chairman, Drugs Controller of India and the Plant
Protection Adviser and not more than three other members,

The board can cc-opt experts. The Secretariat of the Board
has 7 specialized experts viz Entomologist, Plant Pathologist,
Agronomist, Medical toxicologist, Packaging Engineer,Chemist
and Law officer,

STEP~-WISE REGISTRATION

2,1

There are three basic steps:

a. Trizl Clearance: of small quantities on basis of permission
given by the Plant FProtection Adviser.

b. Provisiomnal Registration_: Section 9 (3B) of the Act enables

two years, on specified conditiouns,

c. Regular Registration: Section 9 (3) enables regular

registration with no time limit; there is
provision for cancellation of registration,




3.

LICERSINRG

The Act provides for licemsing of manufacturing,
selling, etc. of pesticides. The license is valid for specified
period and can be renewed.

DATA REQUIREMENT

FAO guidelines have been given due consideration while
framing national guidelines and more or iess are keeping with
them . Broadly data requirement relates to:

4.1 Product specifications, chemical composition and allied
data, including source of supply, minimum purity and
details of impurities, physico-chemical properties of
active ingredient,

4.2 Shelf-life data

4.3 Packaging and labelling requirements (including colour
lzabelling by toxicity and leaflet)

4.4 Bio-efficacy znd residues

4.5 Detailed toxicology data,
Details are documented in the country statement circulated,

Certain laboratory bound toxicological data, gemerated in other

countries are accepted but bio-efficacy and residue work should

be under Indian conditions; environment dependent data has to be
generated under Indian condition.

Post-registration Activities

The Act provides for inspection of manufacturers for ensuring
compliance of the Act,

A Group of Experts has been constituted to get into, inter-alia,
the organization systems, procedures, methods and policy of
registration of insecticides. Views of this Expert Group may
be sought on the recommendations of the Regional Consultation
on Harmonization of Pesticides Registration Requirements.
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COUNTRY STATEMENT
INDORES JA

Registration of pesticides is administered by the Directorate of
Food Crop Protection, Ministry of Agriculture as provided under Govern-
ment Decree No. 7 of 17 March 1973. Registration procedures are contained
in the Agricultural Ministerial Decree No. 280 of June 11, 1973.

In principle registration is not based solely on registration in
other coun tries. Nevertheless information on registration in other
countries my be required when registration of pesticide contzining a
new active ingredient is to be considered. Some guidelines prepared by
international and regional erganizations such as FAO and Ccuncil of
Europe have been used in developing the mational registration prccedure.

Inta on marmalian toxicity and other selected data generated in
other countries can be accepted. Datz generated by officizl stations
rec ognized by the Pesticide Committee are used as primary czta to suppert
registration. Data on efficacy, fish toxicity and residues zre requirec
to be generated locally in the country.

"Phased" or '"Stepwise' registration procedure is adopted, viz.
experimental, provisional and permanent registrationm.
P P

Availability of some pesticides which are highly toxic, persistent
and bio-accumulative is restric ted. These pesticides which zre not
registered for general public use can only be used by licensed users. All
pesticide formulations with LD-50 values sm ller than 50 or 500 mg /kg body
weight for acute oral and dermal toxicity respec tively, f511 into this
category.

Registered products are listed in the Agricultural Ministerial
decTees on pesticide registration and approval which are issued periodi-
cally. All pesticides registered for agricultural use which are listed in
the decrees are re-listed by trade mame, common aare, registration type,
approved usage and registrant in a publication "Pesticida untuk Pertanian”
issued annually.
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APPENDIX Tv (Cont.)

COUNTRY STATEMENT

JAPAN

Any pesticide products mast be registeied by the Ministry
of Agriculture, Forestry and Fisheries before being offered for
sale under the provisions of the “Agricultural Chemicals Regulation
Law" which was enacted in 1948 and amended largely in 1971,

For the registration applicatinn, it is mecessary to submit
required documents following to the "Guidelines " published as a
Ministerial Ordinance. It is not considered whether a pesticide is
already registered in other countries, however, the data o toxicology
generated by authoritative laboratories in other countries are generally
accepted. Data on efficacy, phytotoxicity and residues must be generated
by authorized experiment stations-iai Japan.

Neither ''Phased" mnor "Stepwise' procedure are adopted,
Aveilability of highly toxic pesticides is restricted by the "Poisonous
and Deleterious Substance Control Law''. 0fficial list of registered
pesticides (in Japanese) is annually published.

Check control on products, monitoring of pesticides in food
or in enviromment, reporting of occupational health incidents and
collection of data statistics on quantities of pesticides manufacture,
imported or used are conducted.
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APPENDIX 71v

COUNTRY ST

ATEMENT
REPUBLIC OF

E
KOREA

T

The procedures of pusticide registration requirements are
based on Agrochemicals Management Law established in 1957 and
revised in 1980.

All applications for registration of pesticides are managed
by Agricultural Chemiczls Reseurch Institute, Office of Rural Deve-
lopment of the Ministry of Agriculture and Fisheries.

The application has to be accompanied by-experimental data
concerning chemical and physical properties of the active ingredient
and formulated products, efficacy data of two cropping seasons on
crops, toxicological data include the acute oral and dermal, and
chronic toxicity, residue data with plants and two different soil
type conditions, phytotoxicity data of two field experiments at higher
dosage rates.

Then all the data should be submitted to the two commnittees of
sub and main pesticide management and if accepted then registration is
permitted by the government authority.

For the effective control of pesticides, all labels are approved
by the government and these must contain the trade or brand name with
full name of active ingredient, concentration, dosage ra*e, methcd of
application, warning and precaution etc. Also environmental pollution
with pesticides is controlled under the Environmental Protection Law.

(Cont.)
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APPENDIX IV (Cont.)

COURTRY STATEMERT

MALAYSIA

The pesticides Act 1974 provides for a Board comprising of leads of .
various government agencies in the country. The Pesticides (Registration)
Rules were implemented on 1 October 1976 following which applications for
registration were considered. Under these rules all importers and manu-
facturers (including those carrying out formulation, packing, re-packing,
and labelling) 2re required to register their pesticide for a period of
three years.

The information required for registration includes chemical and
physical properties; method of formulation and residue analysis; detailed
toxicological data; first-aid, medical treatment anrd antidote statement;
if packzging complies with the Malaysian code of Practice for Packaging;
storage stability of the product; whether the product meets Malaysian,
FAO or WHO specification, etc. The information is evaluated by a Techni-
cal Comnittee comprising of members from the various disciplines and js
approved, rejected, or further information requested for consideration.
The details of tne lezbel are zlso considered and approved. Among others
the label has a colour ban¢ based on the WHO hazard classification and
the two most toxic classes 2lso have a ''skull and crossbones" symbol on
the label.

Following registration, samples of pesticides are obtained from the
market and analyzed for a.i. content and occasionally for other parameters
as stipulated in the specification,

There is no phased or step-wise registration system being practiced
at present and unregistered pesticides for purposcs of research or develop-
ment are allowed to be imported under a permit.

Advertising of pesticides over the radio and TV have also to be
aoproved by an advertisement committce established under the Board. Adver-
tisements in other media are controlled by means of guidelines which
disallows overclaims on safety or efficacy of the product.
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COUNTRY STATEMENT
NEW ZEALAND

The Pesticides Act 1979 replaced the Agricultural Chemicals Act
1959, differing minly from earlier Act in that industrial and public
health pesticides are now required to be registered where previously
they were not.

No pesticide can be sold unless it is registered or has an
Experimental Use Permit (EVF). The Act sets up the Pesticide Board
and sets out the functions of the Baard, the main cne of which is to
ensure the prudent, effective and safe use of pesticides. There are
three types of clearances:

EUP - Kot for sale - Trials Clearamce
EUP - Linited szle - Provisiom] Clearamce
Registration - Full Registration

Data recuirements for registration are identical, to those put
forward by the 1277 and 1952 FAO Consultation, the amount of date
required varying with the type of clearance sought. The WHO classifi-
cation of pesticide hazard is followed with the skull and cross boenes
being required on the first two categories only, and, pesticides fallirg
into these twc categories 2re available only to commercial users. There
is no coloer coding for labels,

Protection of proprietary data is practiced with those being a
period of exclusive use for 15 years {plus the possibility of a further
5 years) from the date registration was first given.

There is no routine analysis of formulation. A system of notifi-
cation of poisoning is in operation.

A voluntary registraticn scheme for ground spray operators is in
operation, and compulsory licensing schemes for users of 1030 and cyanide,
as well as aerial applicaters are in force. .
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COURTRY STATEMEMQ
PAKISTAR
O ———————--

In 1971 an ordinamce called Agriculture Pesticide Ordinamce was -
promulgated by the Government to regulate the import, manufacture,
formulation , szle, distribution and use of pesticides in Agriculture.
The rules under were framed and notified in 1973. Under the ordimance,
the Federal Government constituted a Committee called Agricultural
Pesticides Technical (APTAC) for the registration of Pesticides. The
APTAC Coummittee has constituted a 20 member technical sub—committee of
Experts dravn from all the provincial research institutes, autonomous
bodies hgencies with the Plant Protection Adviser /Direc tor as its con-
vener.

An application has to be made to the Department of Plant Protec-
tion in a pres:ribed proforma aleong with 2 sawple of the pesticide to
be registered. After verification of the specification claimed in the
application, the samples are forwarded to the Provincia’6 Govermments to
conduwct, in direct association with the applicent, biological tests for
2 crop seasons under the necessary field conditions. The trial results
are evaluated by the Technical Sub-Committee and also by the main Commit-
tee, APTAC. A registration certificate is issued by the Department of
Plant Protection which remins valid for 3 years which can be renewed
for another 3 years. There is no provision in the rules for granting
provisional registration.

The rec ommendations of the 2nd Consultation held in Rome in
Oc tober 1982 for the harmonization of pesticide registration requirements
were reviewed bv a committee of National Experts inc luding representa tives
of Pesticide Industry with a view to determining and revising, if necessary
the data requirements in respect of chemical and physical properties;
efficacy and Crop Safety; toxicology; residues and environmental effects;
availability of Pesticides; specifications; labelling; packaging and
storage disposal and some additicmal data requirement which were not in
operation have now been requested.

Pesticides have now been classified into 4 categories according
to the hazards and toxicity based on WHO c lassification as Extremely Toxic
(red), Highly Toxic (blue), Moderately Toxic (yellow) and Toxic (brown).
The colors indicated in each category have to be displayed on labels.
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COUNTRY STATEMENT
PHILIPPINES

The Fertilizer and Pesticide Authority is mandated
by law under Presidential Decree (PD) 1144 to regulate the

pesticide industry in the Philippines.

Registration of pesticides to ensure safety and
efficacy is one of the primary concern of the Authority, the
requirements for such process includes submission of data on
efficacy, toxicology and residue and fate in the environment,
the details of which were based on international and local

standards.

Allied to this activity, FPA, also undertakes control
of pesticides for testing through the granting of experimental
use permits; evaluation of product labels to ensure consistency
between claims and those approved in the registration; and
classification of pesticides into those for general and restricted

uses while banning those which pore danger to the user/environment.

To support the registration system the following

activities are also on-going concern of FPA:

1, Regulation of importations
2. Treining programs towards

a, medical and paramedical personnel
b. agro-pesticide dealers
c. farm technicians
d. pesticide applicators (exterminators and fumigator:c)
FPA continually reviews/evaluates the above-mentioned
programs and formulates policies to become more responsive tou the

reed challenge of providing the public/user with safe and effective

pasticides.

(Cont.)
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APPERDIX ~ TV (Cont.)

COUNTRY STATEMENT
SOUTH PACIFIC COUNTRIES

Only a few of the countries of the South Pacific Commission
have legislation and registration requirements for pesticides.
Vhere present the administering authority is one of agriculture,
hea 1th or environment.

Countries in assaciation with the United States are under
FIFRA, though both Guam and TTP I pesticide laws also exist. Fremh
territories are under French law. In Fiji, The Pesticide Act, 1972,
in Solomon Island, The Safety at Work Act (Pesticide) Regulatioms,
under_ Safety at Work Act,1982; in Tonga, Pesticide Act; in Papw
New Guinea, The Poisons and Dangerous Substamces Act, 1952 and
Environmental Contaminants Act, 1978 - a Pesticide Act is being
proposed. Few of these countries actw 1ly implement their legisla-
tion, and in come no registration requirements yet exist.

In consideration of the situation a few points need to be mde:

1. South Pacific countries, have very limited expertise .facilities
and funds to enable effective implementation of pesticide
registration requirements and enforcement. For registration all
countries will have to rely upon overseas informstion and
assistamce.

2. Many users of pesticides at present are little eduwated. Many of
these people are handle "restricted" pesticides vhich in other
countries requires certification of users.

3. Much comcerning the safe use of pesticides, what pesticides are
used, what restrictions apply still depend upon the goodwill of
distributors. However at times South Pacific countries still get
supplied with lcw quality, ill-labelled prodwcts, many of which
in thier comentrated form are very toxic, and this results in
problems.

In the light of the above the South Pacific Regional Environ-
wental Program has initiated a 'Pesticide Projec t" which includes
the following objec tives:

1. To review existing informtion on pesticides use and abuse
within the region and on the level of residues within environ-
menta 1l samples.
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South Pacific Countries

2. To identify the existing legislation on importation, sale,
storage, use and disposal and its enforcement within the region,
and on registration requirements.

3. To present a detailed proposal for monitoring pesticides within
the region (in human blood, foodstuffs, environmental samples),
and for evaluating environmental effec ts of pesticide use.

I am presently unable to summrize the pesticide situation
throughout the South Pacific precisely and accurately, but I hope
that by mid-1984 I could provide UNIDO /WHO /FAO /UNEP with an accurate
statement comcernirg the situation, especially on registration
requirements and enforcement of legislation. Moreover, I intend to
bring to the attention of the appropriate govermnment officjals in
each country the findings and decisions of this consultation and will
try to ensure harmonization of pesticide registration requirements
throughout the c ountries of the South Pacific Commission.

Prepared by:

Dr. Devid Mowbray

South Pacific Regional
Environmental Program

Biology Department

University of Papua New Guinea

Box 320 University Post Office

Waigani

Papua New Guinea

25th October 1983
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COUNTRY STATEMENT
SR1 LANKA

The current situation in Sri Lanka indicates that the
Registration of Pesticides, provided for in 1980 Legislation drawn
up on guidelines laid down by FAO, which is incorporated in the
Control of Pesticides Act of 1980 of the Sri Lanka government, is
now in active operation. Consequently, this would enable requirements
for any harmonization within the region to be achieved without
difficulty.

It will be evident, however, from the results obtained
from action taken, that the delay of over 2 years involved in the
operation of the control of Pesticides Act of 1980 would necessarily
be a handicap in the achievement of desired results in the immediate
future,

The areas of present priority for action are broadly: -
a) The further development and establishmert of an efficient
infrastructure for the implementation of the Control of Pesticides
Act of 1980,

b) The strengthening of Extension and Research arms in the Pest
Control Sectors of the State Department of Agriculture, in order
to back up the post-registration action required for enforcing
compliance with registration conditions and monitoring the effects
of pesticide use in the country.
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COUNTRY STA'EMNT
THA TLAND

The registration praedures have been done under the P oisonous
Artic le Act 1967 and Poiscnous Article Act 1973. Control of pesticides

under these Acts are the responsibility of different agencies of three
Ministries. Department of Agriculture, Ministry of Agriculture and
Ccoperatives is responsible for the pesticide used in Agriculture. Food
and Drug Administration, Ministry of Public Health is responsible for
pesticide used in public health and for chemicals used in household
prodic ts, Department of Industrial Factory, Ministry of Industry is
respcnsible for chemicals used for industry.

Cempanies who wish to apply for pesticide registration in agricul-

ture are able to obtain detailed information from the Pesticide Registra-
tien Section, Agricultural Regulatory Division, Department of Agriculture.

Guidelines for Registration

1. Technical information of the pesticide must bear details as follows:

Chemical and physical properties, formulation, type of
packaging, biological data, uses, recommendation, pre-harvest
interval, storage, toxicities to human, animls, poultry, bee,
fish and environment inc luding LPs5g of test animals, symptom
of poisoning, first aid and treatment, guide for physician,
analytical method for both formulation and residue.

2. Sample for amalysis and trials cleararce.

(U8}
.

Type of packaging and material,

4. All labels must be contain the skull and crossbones in red or black
color, trade name, c ommon name, chemical name, and percentage of
active ingredient, registration number, net quantity, name of
manufac turer aud dealer with address, usage, rate of application,
storage, precaution, symptoms of poisoning, first aid treatment.
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WORKING PAPER 3

CHEMICAL AND PHYSICAL PROPERTIES

In order to define a pesticide chemical it is imperative to have clear, accu-
rate and precise details of its chemical and physical properties in terms that can
be measured. To this end, pesticide manufacturers are required to supply to regis-
tration authorities comprehensive data on those physical and chemical characteristics
which are identifiable and determinable.

Information is required on the physical and chemical properties and purity of
the technical grade material used in the formulation as well as on the formulated
product itself. Further precise information on the properties and characteristics
of the active ingredient are usually needed for coantrol purposes.

In addition it is usual to include certain date that are used in other aspects
of hazard evaluations of a pesticide (for example: partitiom coefficient water/n-
octanol can often be used to assist in the estimation of the bioaccumulation poten-
tial of a compound. FAO Plant Protection Paper 28)

Analytical methods for the determination of the active ingredient and impuri-
ties in the technical and formulated product are an essential part of the informa-
tion required. Where standardized or published methods are not available, details
of an appropriate method must be provided by the manufacturer.

This information is needed to define the composition of the technical grade
active ingredient in the product registered., It is implicit that the toxicological,
residue and efficacy studies submitted in support of a registration have been carried
out with material of corresponding composition. It is also presumed that the regis-
trant will ensure that the marketed product complies with the compositional state-
ment made at the time of registration.

Some of the descriptive characteristics and certain properties which influence
mobility and-degradation of a pesticide are obviously important in predicting its -
eavironmental behavior.

In the control of the marketed pesticide it is important that certain cri-
teria of identity, quality and reasonable performance should be identified and
selected from the physical and chemical properties. Such a selection may then .
form the basis of a specification (Working Paper9 - Appendix XIII).
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WORKING PAPER 4

ASSESSMENT OF EFFICACY OF PESTICIDES

The pests, diseases and weeds of major food crops and pest of significance
to public health continue to be controlled by the use of chemical pesticides which
offer, in many cases, the only satisfactory method of limiting losses at the pre-
sent time. Thus registration authorities have to assess the efficacy and crop
safety of new pesticides in order to evaluate the benefits to be obtained from their
use. These benefits have to be weighed against the potential hazards from the intro-
duction of a new compound, the decision on granting registration imncorporating this

benefit/risk analysis.

The term “efficacy evaluation" is proposed here to cover the evaluation of
pesticides for efficacy and safety to crops (and thus is synonymous with the commonly:
used term "biological evaluation").

Registration authorities need to make use, as far as possible, of available
efficacy evaluation data that may be obtained in the country or region of use, or
in other countries or regions with similar climatic and agricultural conditions.
Utilization of the latter data presents a number of very positive advantages, in

particular:

1. the avoidance of duplication of effort, unnecessary repetition of trials
and consequent saving in costs and staff resources;

2. the acceleration of the registration process, permitting the more rapid
utilization of effective new pesticides, and

3. the possibility of registering products for minor uses that would not
justify a full trials programme in every country.

Need for Intercational Harmonization of Efficacy Evaluation Procedures and Trial
Methods '

The use of éfficacy evaluation data from a diversity of sources is facilitated
if evaluation procedures and methods are harmonized at national and internmatiomal
levels. The 1977 Ad Hoc Government Consultation on the International Standardiza-
tion of Pesticide Registration Requirements recommended that every effort should be
made to define the basic principles and requirements of efficacy evaluation and that

harmonized guidelines be developed.
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Substantial progress in harmonized methods has been made since 1977, In
particular, the European and Mediterranean Plant Protection Organization (EPPO),
taking as its basis nationally harmonized methods submitted by its member coun-
tries, has now drawn up 37 internationally agreed harmonized Guidelines for the
Biological Evaluation of Pesticides for the control of particuiar pests and
diseases. Regular publication of new guidelines can be expected. The work of a
joint panel involving specialists from EPPO and the European Weed Research Society
(EWRS) sher! 1 shortly result in publication of Guidelines for the Biological eva-
luation of Herb1c1des. All EPPO guidelines follow a unified framework.

Attention should also be drawn to activities in the field of national harmo-
nization of efficacy evaluation methods, particularly those of the American Socie-
ty for Testing and Materials (ASTM), the American Phytopathological Society (APS)
and the Australian Weed Committee. The hermonized methods developed by these
national agencies can form the basis for the elaboration of internationally harmo-
nized guidelines. Finally, attention should be drawn to the Council of Europe's
publication "Pesticides" which provides a valuable general background of recommen-
dations for the conduct of an efficacy trials ptogramme, set in the broader context
of the whole registration procedure,

In spite of the considerable progress which has been made, there are still
areas wvhere harmonized efficacy evaluation guidelines are lacking. In particular,
there is an urgent need for methods on pesticides applied against the pest, diseases
and weeds of the major tropical and sub-tropical crops. Developments in this field
could with advantage be modelled on the activities referred to above. A common
framework for guidelines should be established and Regional Organizations and Insti-
tutes in the tropical and sub-tropical zones should be encouraged to identify the
priorities for harmonized guidelines and to undertake a programme for their prepa-
ration in consultation, where appropriate, with agencies already working in the
field. Harmonized methods are also lacking for the evaluation of pesticides used
in animal husbandry and consideration needs to be given to the most suitable way of
encouraging progress in this field, recognizing the different authorities which
deal with the problem at national and international levels,

Need for Commitment

If progress is to be made in using efficacy evaluation data from different
sources and produced by harmonized methods, a commitment is required from national
authorities that they recognize particular harmonized methods and that they accept
data obtained with their use. The possibility now exists, with the availability
of internationally agreed harmonized guidelines (at least for the member countries
of EPP0), for significant progress to be made toward the aims outlined in the intro-
duction to this working paper.
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WORKING PAPER 5

TOXICOLOGY

The toxicity of a pesticide is its ability to cause injury to living things 4
and is therefore the sum of the various effects when administered or absorbed
through certain routes. The hazard or risk presented to living things by a pesti-
cide of a given toxicity depends not only on its toxicity but also on the circums-
tances under which it is used and whether or not these uses lead to a significant

exposure to the pesticide.

In order to assess the hazard or risk of using a pesticide its toxicological
properties must be investigated thoroughly and the type of the tests depends, to
a large extent, on the manner in which man is likely to be exposed.

Appropriate toxicity data should be required for registration purposes to
allow consideration of the following:

- The possible short- and long-term hazards to field workers hzndling a
product and appropriate precautionary measures necessary to allow safe
working conditions;

- The diagnosis and most effective methods for treatment of accidental
poisoning;

- The estimate of an acceptable daily intake for man (ADI) so that the
significance of any residues in food commodities can be assessed;

- Hazard classification of the formulated product for sale.

Toxicological Requirements

The toxicological studies relevant to pesticide registration were listed by
the 1977 Ad Hoc Government Consultation (FAO: Ad Hoc Government Consultation on
International Standardization of Pesticide Registration Requirements. 1977 (AGP
1977/M/9). These are still considered to be valid, Acute toxic hazards to ope-
rators, by-standers and those exposed during transport or storage are determined
by the short-term toxicological properties of the formulated product and may mnot
necessarily be reflected by rests done on the technical active ingredient. There-
fore, additional acute studies conducted on the formulated material are considered
valuable. In the meantime, a more elaborate review for toxicological investigation

: of pesticides has been published by the Council of Europe (council of Europe :
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Pesticides (5th Edition) 1981). It should also be noted that the WHO Criteria
Document No. 6 referred to in 1977 has been :ssued (Principles and Methods of
Evaluating the Toxicity of Chemicals, Part 1 - Environmental Health Criteria 6,
WHO, Geneva, 1978 (Part II to be completed in 1983).) and this supplies further
details which could help the investigator to select the most suitable technique.
for a specific study. It must be noted that the toxicological concerns related
to biological agents used as pesticides may be considerably different from those
for conventional toxic chemicals (Burges H D et al, 1981 Mammalian Safety of
Microbial Agents for Vector Control: A WHO memoradum. Bull. Wld Hlth Org., 59,
§57-863. Therefore registration authorities should consider these special needs
in determining datz needed to register biological agents.

Classification of Pesticides Hazard

To assist countries to work towards the acceptance and introduction of the
WHO classification of pesticides by hazard, WHO regularly issues guidelines in which
pesticide active ingredients are classified (Guidelines to the use of the WHO recom-
menced classification of pesticides by hazard. WHO published documeut VBC/78.1/
Rev. 3 July 1982),

Vhere the safety of a pesticide to workers involved in its application caonot
be evaluated with sufficient confidence from laboratory studies with animals, a
standard protocol "Field Survey of Exposure to Pesticides" has been developed to pro-
rote a uniform procedure of such wonitoring where indicated (Field survey of exposure
to pesticides: Standard Protocol. WHO unpublished document FBC/32.1, available from
WHO, Geneva.)
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RESIDUES IN AGRICULTURAL PRODUCE

The use of certain pesticides in accordance with good agricultural practice
can result in residues in crops or livestock and, further, may leave residues in
food derived therefrom. For reasons of public health, authorities should and do
take the possible occurrence of residues into account in the registration process.
Many national authorities have adopted maximum residue limits (MRLs) on food and/

or feeds.

The limits, in most cases, are based on residue data required or otherwise
available at the time of registration. The residue data considered by rtegistration
authorities are mostly derived from supervised trials, and it is these data that
form the basis for setting MRLs.

Development of Harmonized Guidelines

Variations in methodologies in conducting these trials (including the selec-
tion, preparation and analysis of samples) have created difficulties in evaluating
the significance of infoumation relating to the occurrence, disappearance and fate
of residues on or in crops, or groups of crops during their production, preparation
for market and processing, These variations have also made it difficult to compare
information from different sources and have contributed to differences in the MRLs

adopted in different coutnries.

Although the Joint FAO/WHO Meeting on Pesticide Residues (JMPR) has provided
guidance on the kind of data required for its work on the evaluation of residues in
foods, the activities of tnose meetings and of the Codex Committee on Pesticide
Residues (CCPR) have been impeded or affected by the lack of uniformity in approach
to the development of data.

In response to an invitation from the Ad Hoc Government Consultation in 1977,
CCPR through its Working Groups has developed "Cuidelines on Residue Trials Metho-
dology" and these have already been published by FAO, GIFAP and IUPAC. Further
guidance on the portion of the agricultural commodity to be analyzed, recommended
methods of analysis and on good analyticel practice in pesticide residues analysis
has also been prenared by CCPR and also published by IUPAC.

In view of the Consultation, these reccmmended procedures provide a basis
for harmounizing the development of residue data suitable for use by national
regulatory authorities both for registration purposes and for setting MRLs.
Moreover, adoption of these harmonized procedures will increase transferability
of data between countries, facilitate the proposal of MRLs by the JMPR and introduce
consistency between the bases of data from supervised trials and surveillance data.
The Consultation noted that proposals to harmonize procedures for 1eporting
laboratory results and for developing data for foodr or animal origin are also
being considered by CCPR and it expressed strong support for this continuing work.
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PREDICTION OF ENVIRONMENTAL EFFECTS

The Ad Hoc¢ Government Consultation on the International Stamdardization of
Pesticide Registration Requirements in 1977 considered that the potential effects
of pesticides on the environment were of great importance. Such effects must be
carefully evaluated as a part of the registration process to avoid lasting damage
to beneficial non-target organisms, soil, water and other important resources which
could reduce the guality of life.

The risks to environment from a pesticide 2re dependent on many factors,
such as its toxic properties, its solubility and persistence in the environment,
volatility, the amount applied, the formulation, method and time of application and
particularly the extent of use. The overall effect of the pesticide also depends
on the development stage of non-target species involved, the feeding habits of these
species and the extent to which toxic residues of metabolic compounds may accumulate
or be concentrated in successive species in food chains. The risks to wildlife may
2lso be accentuated if the animals in the treated area are subject to some external
stress; for example, by a lack of food or by adverse weather prevailing at the time.

Some pesticide effects on wildlife may be too complex, subtle, or delzyed to
be detected by ordinary routine testing in the lzboratory or the field, It is impos-
sible to test in such trials all the infinite variety of conditionms under which the
pesticide may be used in practice, Nevertheless, experience has shown that in many
cases, predictions can be made of probable effects of a compound on the environment
from consideration of certain basic studies.

The 1977 Consultation concluded that

(a) in most cases a reasonably confident evaluation can now be made of
the likely environmental effects of a pesticide product when the use
pattern is knowm. Such an evaluation could be derived from a step-
wise procedure of tests each of which was designed to provide
meaningful data;

(b) There are good prospects that scientists in different countries could
agree on a range of basic tests designed to produce information that
should be provided at the time of registration;

(c) During the early years of the registration of a product there might be
a need to conduct further studies to confirm predictions or indicate
a need for further information.




- 83 -

The Consultation recognized that the potential environmental effects vary
greatly from count-y to country and situation to situation and recormended that
registration authorities evaluate environmental risks implicit in the proposed
use of a pesticide by considering the basic chemical, physical, toxicological and
biological data on the product in the light of the proposed use pattern. It drew
attention to the desirability of obtaining certain data specific to the environ-
mental conditions after registration and an appropriate period of use, existing in
the particular country or region and urged national euthorities to carry out appro-
priate field observations and monitoring programmes to confirm predictions or deter-
mine the need for further studies. It further recommended that all registration
authorities agree, as far as possible, on requirements for data needed to predict
the impact of pesticides on the environment and, to this end, recommended that the
FAO Panel of Experts on Pesticide Residues and the Enviromment should be convened
to draw up, in consultation with experts government, academic institutions and indus-
try, guidelines for the evaluation of the probable hazard to the environment of pes-
ticides being counsidered for registration.

Znvironmental Criteria fur Registration of Pesticides

Responding to these recommendations FAQO convened Expert Consultaticns in 1879
and 1981. A composite report of the two meetings is available (FAO Expert Consul-
tation on Environmental Criteria for Registration of Pesticides, 1981, Plant
Protection Paper 24.)

The 1981 Expert Consultation agreed that the test methods should be harmonized
by defining common criteria for test systems. The Consultation recognized however,
that flexibility is essential to make differing registration requirements sufficiently
compatible,

In deciding whether whether a risk is acceptable it is of fundamental importance
tp consider the benefits likely to accrue from the use of the chemical. The balance
between risk and benefit mry differ under different socio-economic systems. Each
country undertaking registration must decide what aspects of its environment might
be affected by proposed pesticide use. It must also decide what values to place on
these aspects and to weigh them in the light of the needs under its own agricultural
and socio-economic circumstances.,

In practice, information of environmental significance comes from three basic
sources: application and use pattern, the fate and possible occurrence of residues
in relevant parts of the envircnment and the effects of predicted exposures on non-
target species.

Frediction of Environmental Behavior of the Pesticide

Data have to be developed prior to registration to allow a prediction to be
made of the environmental behavior of the product when applied according to the
recommendations for use.

The mobility and degradation of a pesticide are of fundamental importance in
the evaluation of its environmental fate. These are determined by the vapour pres-
sure, solubility in water, partition coefficient between water and non-miscible sol-
vents, chemical stability and adsorption/desorption characteristics.,




Assessment of fate of a pesticide after its release into the environment is
essential to the assessment of environmental loading and subsequent evaluation of
exposure and risks from that chemical. Degradation and mobility studies are there-
fore the most important sources of information on the fate of a pesticide in the
environment. These studies usually include anmalytical procedures for estimating
residue levels; degradation rates and residue levels in plants,soil and water; iden-
tity of major metabolites in plants, soil and water; and leaching through soil.

Prediction of Effects on Non-target Organisms

Although the data on the toxicity of a pesticide used for assessing possible
hazards to man are normally obtained from studies carried out with rodents, some
of the results are also relevant for the prediction of potential effects on non-
target species in the environment (eg, biaccumulation). However, since many natu-
rally occurring organisms belong to other tarxomomic groups, toxicity data on other
species such as birds, aquatic invertebrates, honey bees and other beneficial arthro-
pods form an additional part of the primary data needed for predicting potential
adverse effects to non-target species. The test species should be carefully selec-
ted in order to justify broad environmental predictions being made on the basis of
results . from a2 feasible test programme. From a knowledge of the habitat of the
species of concern and the sites of deposition,2s well as the mobility and degrada-
tion rate of a pesticide it is possible to estimate the exposure of the species to
the pesticide,

The toxicity datz available for the different organisms tested may then be
used to estimate the effect of the likely exposure on related species at risk in
the area. The predictive value of the basic data depends on the concept of extra-
polation from one species to amother. Experience has shown this to be a valid
concept although it is clearly more reliable with closely related species, By
applying these considerations it should become apparent whether particular groups
of non-target species are likely to be at risk when the product is used as recom-
mended.

Post Repistration Activities

If field surveillance, monitoring studies or further research give rise to
doubts about the validity of predictions regarding environmental effects, the con-
tinued use or the conditions for use have to be reconsidered. Further studies on
occurrence of residues, or the,possible biological effects etc. may have to be
carried out. On the other hand,experiernce of the use can suggest extended use of
a pesticide.
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GUIDELINES AND MODEL SCHEME FOR THE ESTABLISHMENT OF NATIONAL
ORGANIZATIONS FOR THE REGISTRATION AND CONTROL OF PESTICIDES

The main purpose of pesticide registration is to ensure tha. pesticides,when
used in accordance with the directions for use, warnings and precautions, will
be effective for their intended purpose while not posing unacceptable hazards to
users,consumers of the treated crops, and wildlife or other non-target organisms.

A well-devised and opérated registration scheme also has to advise on the
adequate control of the registered pesticide products in the market in respect of
their specified quality, their labels, packages and manner of distribution.

The authority assigned the responsibility for administering a registration
scheme needs the legal power to ensure that all products are registered, adequate
data are supplied by the applicant in support of the application, only registered
products are offered for sale, and that products are used in a manner consistent
with the labelling.

The procedures should apply at least to pesticides for use in agriculture,
horticulture, forestry, public health, food storage areas, and areas in or around
the home. Co-ordination between various government departments, particularly
Health and Agriculture, is essential so that all aspects related to the registration
of pesticides can be centrally controlled by one ccmprehensive process.

For the smooth introduction of a. comprehensive:scheme for the registration of
pesticides, it is critical to plam carefully the various operations involved.
Sufficient time must be allowed for the selection and training of staff, the
selection of an advisory panel or committee, and for making necessary legislative
changes. :

Registration schemes can be developed to very elaborate standards and the
various phases are described in some detail in the draft FAO "Guidelines and Model
Scheme for the Establishment of National Organizations for the Registration and
Control of Pesticides” (Background Paper C). However, countries intending
to 1ttilize the FAO model scheme for the first time should not be too ambitious in
the initial stages of tue introduction of a registration scheme.

While such a scheme may require submission of all relevant data, some of
it, eg toxicology, could be in the form of summaries instead of fully detailed
research reports, provided that the registrant can support his application with
evidence of registration in countries which operate a comprehensive registration
scheme, as well as his right to use such data for purposes of registration. Inter-
pretation of data by international groups of scientists such as the FAD/WHO joint
Meeting on Pesticide Residues also provide an important guide which a country
could use in relation to its own needs and purposes. National governments must
still, of course,make their own decisions on the applicability of an international
evaluation to their country and would need to set up national procedures to regis-
ter and control perticides, labels and use.




_ 86 -

In many countries that do not operate a formalised pesticide registration
process a primary infrastructure for control may exist and with appropriate trai-
ning and motivation of staff, practical control of pesticides could be achieved
quickly.

Phased Registration

A number of countries operate a phased registration system. This is a pro-
cedure by which the introduction and use of a pesticide is permitted by the regis-
tering authority at various levels of introduction, each of which is subject to
limitations decided by the authority. Provided that an initial set of basic data
are available then limited clearance could be considered.

The 1977 Ad Hoc Consultation suggested that there were three clearly iden-
tifiable stages in the development of a pesticide:

- Trials (or experimental) clearance;
- Provisional (or limited) clearance;

- Commercial (or full) registration;
The benefits of such a scheme are that it:

(1) permits full development of practical use experience during the
product's development., This increases confidence in the decisions
of full registration.

(2) enables practical user experience to supplement the manufacturer's
information so that he can make sounder decisions on commitments to
expensive long-term manufacturing investments than is possible
without adequate field data.

On the other hand, concern has been expressed that it is wrong to market
products that are not fully tested. This view of course has merit and it is
vitally important that the authority does not allow the use to be more widespread
in a given fhase than the data justify.

With regard to the data needed at each phase it is inappropriate to attempt
a formalised "checklist" approach and each product should be judged on its merits.
Some general guidance on the level of data needed at each phase was suggested in
Background Paper D. ’
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SPECIAL PROBLEMS IN REGISTRATION PROCEDURES

Registration of Commodity Products

Many pesticides are based on activeé ingredients which are chemicals which
have been widely available for many years and some of which were never patented
for pest control. Other pesticides are based on active ingredients which though
patentad many years ago were mot subject to registration procedures comparable
to those required in more recent times. These products are often referred to as
commodity pesticides, some of which are the subject of FAO Specifications. - It is
_not unusual for these pesticides to be manufactured or formulated by many compa-

nies including local enterprises in developing countries.

Registration authorities are faced with a dilemma when considering applica-
tions for registration for products developed as copies of pesticides that have
been on the market for a long time. It could be considered unreasonable for regis-
tration authorities to demand the full package of registration data for such
products especially when there is extensive information in the open literature and
worldwide experience with similar formulations, supported in some cases by many
years of safe use. In such cases it is reasonable to required evidence of compo-
sition and quality and compliance with specifications such as those published by
FAO, together with the.information normally required for:labelling and packaging.
Registration authorities are urged to assure themselves that such manufacturers
are competent to produce pesticides of acceptable and uniform quality and provide
the technical service necessary to ensure effective and safe use.

Following the expiry of patents covering the manufacture and/or use of pro-
prietary pesticides, other manufacturer and formulators often seek to exploit the
market by offering pesticides manufactured as copies of those previously covered
by patent, S.nce the registration of the original pesticide product had been
based on an :xtensive package of proprietary data submitted by the patent owner
who develop..d the data at his own expense, registration authorities cannot in all
good faith agree to register the copy on the basis of data supplied by the original
proprietor without his agreement, On the other hand, government authorities camnot
Teasonably deny the public the benefits to be derived from commercial competition.

The new applicant for registration should be required to produce docu-
mentary proof of his right to use any unpublished proprietary data: 'He should
also supply adequate evidence of equivalence to the product being imitated.
This could include proof that the pesticide came from the same source, oOr that
it was of corresponding composition and quality but in many instances would
necessitate evidence of comparable biologizal and toxicological performance.
It is impossible to give detailed guidance and each case must be considered on
its own merits, with due regard to the proprietary rights to the use of data.
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Proprietary Rights to Registration Data

The 1977 Ad-Hoc Consultation on the International Standardization of
Pesticide Registration Requirements accepted the claim of the Pesticide Industry
that there must be adequate protection provided for companies with respect to pro-
prietary data. The position of industry is that in the absence of acceptable rules
and their implementation on a worldwide basis, it has no option but to request that
Tegistration data are kept strictly confidential., By doing so industry does not
wish to evade its social responsibilities by keeping secret the results of its
"safety data" but it must reduce the possible advantages competitors could gain
through the uvse of data submitted by a company whilst evading sharing the commer-
cial risks associated with the development of pesticide products acd the updating
of the data base for safety evaluation.’

The 1977 Consultation recommended that the Group on Registration Requirements,
in consultation with representatives of the pesticide industry, "investigate ways
and means of reconciling the public interest in data submitted to registration
authorities in both developed and developing countries with the manufacturers' inte-
rest in having some of the information treated as confidential while at the same
time providing such protection from competitive use of data by other registrants
as would be appropriate'.

It is important to appreciate that the issue of concern to industry is the
unauthorized use either directly or indirectly by a competitor of data generated
by another company, ie without either license or agreement to do so. Confiden-
tiality per se is not important except where it related to accepted trade secrets,
rg manufacturing or formulating know-how. Consequently, if and when a solution is
found and implemented by all registration authorities, the legitimate interests of
all parties concerned - industry, government and general public - will be provided
for. Ome serious consequence of allowing competitors to benefit from the use of
data to which they have no right is the discouragement of the research and develop-
ment required for the production of new pesticides because it becomes unrewarding.

With regard to confidentiality per se, it is the expressed opinion of GIFAP
that there are no objections concerning public access to health and safety data
submitted in support of pesticide registrations as long as this public access does
not include the right to copy that proprietary data.

Many countries already protect the proprietary data supporting registration.
The period of protection varies from country to country depending upon its own
circumstance. As one example, in the USA an exclusive use period of 10 year plus
compensation for the use of data for an additional 5 years exists. Currently,
legislative changes are being considered to replace this scheme with an exclusive
use period of at least 15 years with the possiblity of extending the period to

20 or 25 years.
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RESTRICTIONS ON THE AVAILABILITY OF PESTICIDES

Many pesticide incidents are the direct result of inadequate control of the
supply and distribution of pesticides in a country. Pesticides should be available
only to those capable and instructed in their use or able to read, understand and
follow a label. Restricting the availability of a product to an appropriate user
can be an important way of reducing hazards to man and his environment.

Restrictions Through the Registration Process

In countries that exercise effective control of the availability of pesticides
through a pesticide registration process, the registered product may be marketed
only with the restrictions or controls on packaging, labelling, supply and use agreed
by the registration authority. It is essential to recognize that an effective regis-
tration process with subsequent supervision can play this vital role in restricting
the availability of certain pesticides. One of the advantages of a phased registra-
tion process is that a tight rein can be kept on the more hazardous products during

their introduction, if this is deemed necessary.

Role of Classification by Hazard

In many countries registration decisions on availabilty, labelling, etc., are
influenced by the use of a classification of pesticides by toxicity or hazard. The
WHO Recommended Classification of Pesticides by Hazard was issued in 1975 and has
since gained wide acceptance. Guidelines on the use of the classification together
with extensive examples have been published. The WHO Classi-
fication is open-ended but it is clear that there must be a point ‘at which the acute
hazard posed by the use of a pesticide is so low as to be negligible, provided that
common sense precautions are observed, as when dealing with any chemical. This point
has been assumed by WHO to be at an oral LD 50 of 2,000 mg.kg for solids and 3,000 mg/
kg for liquids, both figures referring to the formulated product,

The Council of Europe has endorsed the WHO Classification in the 5th Edition
of its booklet 'Pesticides! and also makes recommendations on how the classification
may be used to control sales and purchases and labelling., Ia addition the Council
of Europe Resolution AP (81) 3 recommends that only formulated products with an LDSO
greater than 2,000 mg/kg should be available for purchase for domestic use.

FAO/WHO Data Sheets on Pesticides
h basic information on individual compounds, data

the control of
sheets are issued by FAO/WHO. These include recomnendations on

availability of pesticides and their use. It is expected that such recommenda-
tions which are based on the WHO Recommended Classificatton of Pesticides by
Hazard, will contribute to a degree of international harmonization in restrictions

on availability.

To provide countries wit
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An outline of the categories of availability recommended is as follows:

Category 1 The pesticides should be available only to trained applicators,
individually licensed, who have demonstrated a good knowledge of
the chemical, its uses and hazards, and the precaution to be
taken in use.

This category applies only to a few very highly toxic pesticides
(eg WHO Classification Ia, extremely hazardous).

Category 2 = The pesticides should be available only to concerns that will
apply them under strictly controlled and supervised conditions,
using trained operators. The application of pesticides will
normally be the major part of their commercial operation
(eg WHO Classification Ib, highly hazardous).

The term “concern" includes contractors, pest control operators,
etc. This category applies to most very highly toxic pesticides
and other pesticides for which it is felt that special training
on supervision in use is necessary.

Category 3 The pesticides should be available to commercial applicators for
whom its application is not a major part of their commercial
operations, subject to a permit being received from a competent
authority, specifying the pesticide, conditions of use and the
precautions to be taken (eg WHO Classification II, moderately

hazardous).

The term "commercial applicators” includes farmers, fruit growers
foresters, etc., and those responsible for bulk food storage. This
category applies to pesticides which are moderately toxic, and to
pesticides which have an adverse effect on the envirooment to the
extent that their uncontrolled use without permit is undesirable.

Category 4 The pesticides should be availeble in the same manner as for
category 3, without requirement that a permit be issued.

This category applies to toxic pesticides that may be distributed
for commercial use and could be available to the general public
(eg WHO Classification III, slightly hazardous).

Th: categories set out do not imclude the prohibition of the use of a very highly
toxic product. Such prohibition may be desirable if control measures camnot be
enforced to the extent that safety in the use of the compound can be assured.
However,this is a matter for national decision in the light of prevailing

circumstances.

In addition, categories of availability actually utilized by national
authorities should be compatible with the level of training and expertise in
handling that exist even though this will most likely lead to adoption of
different schemes or categories in different cuntries. Use of the WHO toxi-
city classifications can provide a consistent benchmark for test data and
labelling. The system used must be simple and practical and consistent for
different types of chemicals . of the same toxicity.
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COMPOSITION OF PESTICIDES AND SPECIFICATIONS

The report of the 1977 Ad Hoc Government Consultation stated that:

1. Specifications include physical and chemical properties used to
define the products for procurément purposes, Certain of these
physical and chemical properties are identical to those provided
for identification of the product for registration purposes.

2. In the case of pesticides based on new active ingredients or
novel formulations it may not be possible to provide interna-
tional specifications prior to registration. Therefore the
manufacturer should supply relevant data and his own specifica-
tions, based on the FAO model specification, together with those
chemical and physical characteristics that are Identifiable and
determinable.

Although substantially correct, these statements have led to some confusion
on the subject, and the Consultation agreed it would be helpful to provide further
explanation of the concepts and definitions used.

The technical grade pesticide and its formulated products are identified and
defined by the data normally supplied for registration purposes. This is, and
always has been, an essential and standard requirement of all registration systems.
Registration is granted on the basis of this declaration of composition and the
registrant is thereby required to ensure: that the marketed product complies with
the declarations made for technical grade material and formulatioms. It is impli-
cit that the toxicological residue and efficacy data submitted in support of the
application for registratinn have been developed with material of corresponding

composition.

Regulatory Authorities interested in ensuring that pesticide products on the
market maintain an adequate standard of perforrance are unable to check the biolo-
gical activity conveniently. However, they are able to examine samples taken from
the market and to monitor the important physical and chemical characteristics which
determine the biological performance. The most important of these characteristics
is the active ingredient content, In the case of complaints or doubts, authorities
may extend their examination of samples to determine whether product composition
complies with that given by the manufacturer.

For contractual purposes between seller and buyer, it is longstanding prac-:
tise to provide a guarantee of composition and quality which can be defined and
checked by a series of physical and chemical characteristics which are identifiab§e
and determinable. This is generally referxed to as & specification. Such a speci-
fication should not require judgement to be exercised by the buyer and thus should
consist of quantifiable parameters which should include tolerances to allow for
expected fluctuations arising from the inherent variability of the manufacturing

process.
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Where there are two or more sources of the technical grade ingredient and a
number of formulations it is necessary to develop.a specification to ensure that
adequate standards of quality and performance are maintained.

It is clearly not practicable to check all the criteria of definition, never-
theless, criteria of identity, quality and reasonable performance standards should
be identified and selected and should form the basis of the specification. A
specification should be as brief as possible and unambiguous and be supported by
appropriate test methods to Jetermine whether the material conforms to the.criteria
and standards of the specification. It should not necessarily indicate biological
efficacy nor give information on hazards although certain relevant information may
accompany a specification even though it does not form'a part.

It should be the responsibility of the appropriate authority to design such
a specification in collaboration with the registrant(s).

A specification has two main post-registratiom uses:

. .

1. For the competent authority to check that each product on the market
complies with that specification. _

2, For use as part of a contract of sale so that the buyer-may purchase
a pesticide with some guarantee of the quality expected.

The requirements of a specification can be built into a seven point basic
outline:

(i) Physical state including any ‘- undesirable features

(ii) Physical properties including any undesirable features eg. that the
product cakes very easily.

(iii) Identify tests using more than one criterion whenever possible.

(iv) Assay: The parameters to be used should be defined and any minimum
recommendation should be stated. The declared content of active
ingredient must be a feature of all '‘specifications and provisions
must be made for a tolerance .around the nominal value of content
which is achievable in practice.

(v) ‘Methods of assay or analysis for the active ingredient should, as

- far as practicable, be based on an agreed collaboratively studied
method so that everyone makes the same interpretaction in practice of

the written method to ensure that consistent results are ottained.

(vi) Impurities and other contaminants These should be listed as far as
they are known and limits should be placed on those which are impor-
tent. Methods of analysis should be given.

The specification should not include limits‘or methods of analysis
for unimportant impurities.

(vii) Stability Information on both the chemical stability and that of
the physical state shouid be given.
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FAO and WHO Specifications

The trade in pesticides being of an international character it is desirable
that, at some stage, international specifications should be developed. Harmoniza-
tion of relevant national standards through the greater use of FAO and WHO specifi-
cations should facilitate world trade in pesticides and make satisfactory products
available economically to the user,

FAO Specifications for pesticides used in agriculture (plant protection and
protection of food in store) provide internmationally accepted standards of quality
for techmical grade material and their formulations which will guarantee the quality
the user expects of a product. They define the essential chemical and physical
properties linked with certain biological requirements for a product.and are designed
to reflect generally acceptable product standards. The specifications may bg used
to provide one international point of reference against which products can be judged,
either for regulatory purposes or in commercial dealings-and should be reviewed when
necessary. The FAO Manual on 'Use of FAO Spacifications for Plant Protection Pro-
ducts®, second revision, was published in 1979 and needs further revision to reflect

current recommendations.

The Consultation agreed that it was important to maintain the ‘distinction
between:

1. data supplied to registration authorities on the composition of
pesticides, (declaration of composition); -

2. a normal specification designed to maintain quzlity and used as a
basis of contract for buying and selling; and

3. an internationai specification such as those produced by FAO and WHO
that would be used as an international point of reference.

and concluced that FAO Specifications on their own are insufficient to define a
product for registration purposes.
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LABELLING OF PESTICIDES

Although registration procedures for pesticides have become increasingly
complex, the end-product of any registration has remained the same - a labelled
package containing a pesticide formulation. Research and develcpment and the
assessment of pesticide safety and efficacy in use are finally reflected in the
accumulated information which needs to be communicated to those who handle ghat
package and use its contents. The hazards during transport, storage, use or dis-
posal, will have been assessed during the registration procedure, and labelling
is the main method of identifying the product and communicating instructions and
advice to all concerned with its. handling.

Documents listing national registration requirements indicate that appro-.
-priate labelling is a mandatory requirement but there are obviocusly many important
differences in the details and methods of meeting the objectives required by dif-
ferent national authorities which could lend themselves to a high degree of harmo-

nization without reducing the validity or effectiveness of these requirements.

The Ad Hoc Government Consultation on the International Standardization of
Pesticide Registration Requirements in 1977 discussed the labelling and packaging
of pesticides. The development of a satisfactory label was considered to be the
joint responsibility of industry and government and the label was recognized to
play a major role in transmitting advice and defining responsibilities. For
successful communication a label must be easy to read and understand and the printed
and graphic material on a pesticide label should bear all the necessary information
and instructions for effective and safe use in a language understood by the user.
Without doubt, the most widely advocated advice by both official agencies and indus-

try is “READ THE LABEL".

Recent developments in the use of graphics to convey label information.may
be useful, particularly in regions where users are or may be illiterate. It was
recognized that the value of any such system would depend on its being used on 2
wide scale and graphics could be most useful for those key aspects of labelling
which relate to operator or erivironmental protection. However, 4t is evident that
not all label information could be presented graphically aud available label space
may limit the extent to which graphics can be used in practice.

The 1977 Consultation proposed that a Group from the FAO Panel of Experts on
Pesticide Specifications, Registration Requirements and Application Standards be
convened as a matter or urgency to develop "Guidelines on Good Labelling Practice”
for adoption and use by industry and registration authorities.




Guidelines on Good Labelling Practice for Pesticides

In response to the proposal of the 1977 Consultation FAO has prepared Guide-
lines on Good Labelling Practice for Pesticides (Backgrouni Paper I). These are
intended particularly for the consideration of govermnment officials involved in
the acceptance and approval of labels as integral part of the registration of
pesticides,

Part I first describes and explains the Hazard Classification scheme for pes-
ticides recommended by the World Hezlth Organization, then defines the label infor-
mation likely to be needed for a conventional product for ground spraying of crops,
possible requirements for special products or purposes, then the construction and
layout of the label and its contents, and ends with emphasis on the benefits

possible from training in label compliance,

Part II then provides detail of the recommended-standardized symbols and
phrases giving warning of the risk, the standard precautionary phrases which may be
needed for normal ground spray operations and products, and additional or alterna-
tive phrase suited to special products or purposes.
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PACKAGING AND STORAGE OF PESTICIDES

Although registration authorities do not, in general, dictate packaging
requirements they do expect packaging to be fully described as part of an appli-
cation and expect the package to be appropriate, ie the packaging material must
be impervious to and must not affect the contents under a range of conditions.
The size and ease of handling of a package are relevant to safety and the regis-
tration authority will take into account the way in which a package will be used.
Unit area packs reduce left-overs which are a major cause of storage/disposal
problems. ’

Whereas the wide variation in user requirements and commercial development
makes it difficult to envisage complete standardization of packaging, the rationa-
lization of the packaging industry will centribute to the concept of standard
packaging.

Adequate storage of pesticides is important both for safety and for maintaining
the efficacy of a product, and storage conditions should keep containers and contents
in good condition. Metal containers should be stored in a dry area to prevent rus-
ting. Metal, glass or plastic containers should not be stored near steam pipes or
where there will be temperature extremes. At low temperatures some chemicals may
crystallize and although the crystals may sometimes be re-dxssolved by warning and
agitation it is obviously better to prevent freezing.

Storage areas should be securely locked unless supervised and necessary pre-
cautions should be taken to prevent injuries. Leaks and spillages should be cleaned
up icmediately and in addition to the usual fire precautions the local fire depart-
went should be informed on the type of chemicals being stored, so that they can
take appropriate precaution in case of fire,

Although rarely a registration requirement, pesticide labels often carry
advice on suitable storage and oczasionally specify temperature limits. Since these
are likely to vary from ome country to another it would be difficult to standardize
storage statements, and these where desirable should be realistic for and agreed in
the country or area concerned. Deterioration of a product due to inadequate storage
could ultimately cause a disposal problem,

FAO Guidelines on the Packaging and Storage of Pesticides

The FAO Panel of Experts on Pesticide Specifications, Pegistration Requirements
and Application Standards, in its report of the second session, Rome, 15-19 October
1979 expressed the view that a study on pesticide packaging should be carried out

urgently,

A study was carried out in 1981 to investigate the corditions in several
countries under which pesticides are formulated, repackaged, transported and
ctored, The draft FAO Guidelines (Background Paper 1) were prepared on the basis
of this study and existing national and intermational advice. The guidelines
include advice on standards for pesticide containers, the selection of appropriate
containers for pesticides and standards for the storage of pesticides,
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DISPOSAL OF SURPLUS PESTICIDES AND PESTICIDE CONTAINERS

--Pesticide containers present an unusual problem since they can be as
dangerous when they are thought to be empty as when they are known to be full.
. Under no circumstances should empty containers be abandoned or be allowed to
accumulate in an area accessible to unauthorized persons. A pesticide residue
remaining in these containers may be a hazard to children, pets, livestock and
wildlife, as well as to adults who may convert the containers to other uses.

Pesticides users seldom decontamimate containers after use and product
labels do not yet contain enough information or instructions on usage and cleaning
of containers to make them less hazardous. Registration authorities are now
beginning to ask registrants for information on methods of safe disposal of surplus
products and containers based on existing knowledge of the chemical, physical and
other relevant properties of the product.

Disposal methods and necessary precautions will depend on the .products, the
container and facilities available, It is important that advice given to the user
is relevant to his capability of following that advice successfully. There are
many publications discussing these problems and offering advice; and the problems
seem in general to be categorized into those of:

(a) combustible containers;

(b) small non-combustible containers;

(c) 1large non-combustible containers;

Surplus pesticides and residues in containers can be largely avoided by good
housekeeping and by following a few simple rules, Combustible containers holding
solids can often be emptied completely and there are data which indicate that double
or triple rinsing of containers holding liquid formulations can produce relatively

safe empty containers. The advise to triple rinse a container and add the rinsings
to the spray taok is important aud practicable.

Council of Europe Guidance

The Meeting examined the Guidance on the Disposal of Surplus Pesticides and
Pesticide Containers (Background Paper L) based on Council of Europe booklet on
Pesticides' recognizing that this represented the only current internmational
s guidance on disposal problems. The Meeting endorsed the contents as being technically

sound but appreciated the difficulties in giving specific advice suitable for all

situations., GCeneral principles on the various aspects of dispcsal could be agreed

. but each situation, bearing in mind the facilities for disposal and decoatamination,
should be considered individually,
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CODE OF CONDUCT IN THE TRADE AND USE OF PESTICIDES

A number of organizations and countries have expressed concern about the
propriety of supplying pesticides to countries which do not have infrzstructures
to register pesticides or to use these materials safely. There have been 2 num-
ber of cases of poisoning due to pesticide misuse and, while recognizing that it
is impossible to eliminate such incidents completely, it is essential that every
effort should be made to handle pesticides only in accordance with good and recog-
nized practice.

In the .absence of an effective pesticide registration process and infrastruc-
ture for controlling the availability of pesticides, an importing coumtry must
depard heavily on the pesticide industry through its pational association and its
international trade association (GIFAP) to promcte the safe ar.” -ensible trade and
use of pesticides by working with .whatever infrastructure that exists in a country,
The role of industry and the ability of a respousible company to contribute to
education and safe practices should not be underestimated and countries with limited
resources should avail themselves of any help offered. Distributors, re-packers,
advisers and users also have a responsibility towards the safe trade and use of
pesticides.

The role of the exporting country is yet another factor to be considered.
Considerable emphasis have been given recently to the desirability of reguiating
pesticide exports from producing countries. While nc company should.trade in pesti-
cides without evaluating the risks the fact that a product is not registered in an
exoorting country is not necessirily a valid reason for that country refusing to
allow exports of the pesticide. For example, the particular pest problem requiring
its use in the importing country may hot exist in the exporting country.

E-suring that the importer knows the nature of its purchasés will not, in
itself, end or even reduce the risks from pesticides. Only effective control and
cducation iu the country of use will do that and FAO strongly favours the develop-
rent of a strong national internal framework, legal and technical, for pesticid:
control.

Although an exporting. country could supply relevant information to the importer
on the use of a pesticide, for a variety of recsons, uiis may be diffi-ult. Most
cases of poisoning are the result of misuse. Education and training in the country
of use especially at village level would be a mijor contribution to progress in
reducing such incidents.
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Until a country has the infrastructure and resources to manage the restric-
tion of pesticides usuailly required to control the supply, the elaboration of an
internationally agreed Code of Conduct in the Trade and Use of Pesticides could
offer - wajér contribution to the safe and efficient use of pesticides.

Whilst a Code of Conduct may pot solve the problem, nevertheless, it should
go some way towards defining and clarifying the positions of the various parties
involved in trade and use of pesticides and should be of value in countries which
do not ‘yet have control procedures. Where there is a pesticide regulatory process
in a country, the need for a Code of Conduct will obvioucly. be less than where
there is no such scheme in operation.

Because of its wide interests and responsibilities in the use of pesticides
in agriculture the Consultation considered that FAO is the most suitsble organiza-
tion to prepare such an international Code.

‘In developing such a Code the Consultation expressed the view that the Director-
General shotld consider the responsibilities of all people involved in the safe and -
effective use of pesticides including governments, manufacturers, distributors and
users and the following topics should be considered, among others for inclusion:

User information including labelling, storage and disposal; Internmational trade and
information exchange; Advertising and marketing; Restriction of availability;
Training &nd education of users; Packaging.
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