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INTRODUCTION 

1 The Regional Consultation on Harmonization of Pesticide Registr~tion 
Requirements wa~ held in Baguio City, Philippines from 24 - 29 
October 1983. 

2 The Meeting was attended by delegates from 11 countries, representa­
tives 0: UNIDO, FAO, WHO, GIFAP, SPREP and a number of observers. 
A list of participants is attached (Appendix 1) • 

OPENING OF MEETING 

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

4 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 int2rest and support of 
the Regiona 1. Network in the task of advancing the safe and efficient 
utilization of pesticioes. It was emphasized that the Network provided 
an ideal framework for this work. 

5. The Mayor of Baguio City, General Ernesto Bueno welcomed the partici­
pants and wished them an enjoyable and fruitful conference i:i "the col<iest 
and highest city in the Philippines." 

6 The Governor of Benguet Province, Mr. Ben Palispis represented by Mr. Jcse 
dela Cruz, Provincial Agriculturist, also welcomed the participants to 
the pi.·ovince and said that the province was a large user of pesticides 
because of the big vegetable production in the area. 

7 Mr. Ivan Pluhar representing the UNDP Resident Representative in thE 
Philippines, Hr. Euan Smith outlined the administrativP operation of UN:>P 
in the country. He stressed the need, for full support to be given to 
the Regional Coordinator by National Coordinators in the Regional Project. 

8 Deputy Minister Sacay presented the keynote address on ~ehalf 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 tlae ~ver increasing need for optimllm 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. 
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STATEMENT FROM INTERNATIONAL ORGA.NT.ZATIONS 

9 UNL~ 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 tre 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 lolOuld have a profound effect on crop protect•on and 
food production. Major objectives of harmonization were to promote safety, 
efficiency and cost effectiveness in pesticide use, as well as to ensure 
availabil:l ty of the most appropriate pesticides. The FAO Government 
Consultation in 1982 had defined a number of important aspects of pesticide 
registration and control which lent themselves to harmonization. it 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 anc in so doing contribute to interna­
tional harmonization. 

11 WHO, which was not a participating agency in the Network, wa~ nevertheless 
concerned with all aspects of the safe use of pesticides. In this respect, 
it was recalled that the registration proced~re for pesticides existed only 
to protecL humans and the environment frvm adverse effects from pesticides, 
while recognizing tile use of these ~hemicals for the benefit of human health 
nutrition and comfort. Therefore, every effort toward hannonization 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 optimu~ 
food and fibre production with minimal hazards for man, animals aud the 
environment. The need to promote har~onization of national and interna­
tional legislation and regulations concerning control, testing and approval 
of pesticides was support~d by GIFAP. 

ELECTION OF OFFICERS 

13 Mrs. Cecilia P. Gaston, Deputy Adninistrator for Pesticides, FPA a;-id 
Regional Coordinator of the Network was elected Chairman, Dr. Farid Uddin 
Abmad from Pakistan, Vice Chairman and Mr. Brian Watts, UNIOO Consultant, 
Rapporteur of the meeting. 

ADOPTION OF AGENDA 

14 The provisional agenda wa~ adopted as amended (.\ppendix II). 

r 

• 
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EXPLANATICf\ OF OHJECTIVES 

15 The objectives of the meeting were identified as follows: 

1. To discuss the basis for harmonizing the requirerrents for the 
registration of pesticides in the Region; 

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

3. To agree on acceptable guidelines suitable for Regionai 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 ~ational registration process. 

6. To consider the need for the value of compiling data on pesticide 
registr3tion on a national and regional basis; 

7. To pro·.'ide guidanc2 in correlating registrati0n requirerrent s to 
the p~anning and promotion of investments in ~roduction and 
marketing of pesticides. 

16 It was also emphasized that ~here was a need to know as to which countries 
h3d already harmonized registration requiremen'.s in the Region, "'hich 
could agree to such proposals and which countries would find it necessary 
to reserve their position and the r~&sons for such reservation. 

REVIEW OF CURRENT REGISTRATION STATUS !N THE REGION 

17 The UNIDO Consultant summarized briefly the main aspects of his obser­
vations on the pesticide registration sche~es in member countries 
following his visit to them. Some major similarities and differences 
in the registration schemes in countries were highlighted. In 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 cowmittees. 

18 Some differences noted are ir1 the t)'(Je of data requirerrents for regis­
tration, colour coding of labels, and the system-of hazard rating of 
pesticides. A brief summary of the schemes is annexed (Appendix LlI). 
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19 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 tr.e 
registration process was highlighted, and it was felt that more 
emphasis should be pla~ed on this by the registration auth>rity 
during the registration process. 

20 Country representatives presented a resume of the schemes in opera­
tion in their countr~~s (Appendix IV). 

DATA REQUIREMENl'S 

CHEMICAL Ai~D PHYSICAL PROPERTIES 

21 Information on chemical and physical properties is required to define 
the esser.tial characteristics of both the active ingredient and the 
formulated prodi-ct, To this end data are required to be supplied tD 
the registratio.1 authority to enable the pesticide to be identified. 
Working Paper 3 (Appendix V) was used in the discussion on this subject. 

22 All 11 countries partipating at the meeting as well as the pesticide 
industry througt GIFAP agreed to accept the data ~n chemical and physical 
properties for registration purposes, as follows; 

RECOHH:t.NDATIONS 

23 The Meeting 

Noting that there should be no difficulty in defining the nature ar.d 
extent of the inf ormat~ 1:rn on physic.al and chemical properties that 
should be supplied in support of a registration; 

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

ACTIVE INGREDIENT 

1. Identity 

1.1 cotmioi1 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) 

l 

• 

• 
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2. Physical Properties of the Purl Active Ingredient 

2.1 appearance (physical state, colour, odour); 

2.2 melting/decompositioniboiling point; 

2.3 vapnur pressure (figures should be given at a stated 
temperature prefera~ly 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 20-2S°C.); 

2.5 partition coefficient between water and an appropriate 
non-miscible solvent (eg _!!-octa~ol); 

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 Hateri~l 

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 
7. w/w; 

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

FORMULATED PRODUCT 

1. General Description (Identity) of the Formulated Product 

In addition to the infor.rnation required for the active ir.gredient, 
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 cf formulation (water dispersible powder, emulsifiable 
concentrate, etc.). 

Pure - Active Ingredient cf highest attainable purity. 
(Definitiou provided by FAO) 

I 
' 
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2. Composition 

* 2.1 contePt 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 Formulatzd 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 flarmnability: liquids - flashpoint 
solids - a statement must be imde as to 

whether the product is flalll!lablc 

3.S 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 ~r t}'?es 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, suspensicn 
concentrates); 

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

4.5 dry sieve test (for granules, dusts); 

4.6 emulsion stability (for em1Jlsifiable con~entrates); 

4.7 corrosiveness (when necessary); 

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

with more than one active ingredient informa~ion should be give 
on each ingredient separately. 

t 

• 
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EFFICACY AND CROP SAFETY 

24 Proper assessment of the eff i~acy of a pesticide is an essential 
compontnt of the requirements for registration. Working Paper 4 
(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 ~~11 
·De 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. 

25 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 w~re 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 protocol~. 

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

RECOMMENDATIONS 

27 The Meeting 

Havins emphasized, the need to us~ 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 Protectiu~ 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 "FAQ Guidelir.es on Efficacy Data For the 
Registration of Pesticides" prepared by the Group on Registration 
Requirements of the FAQ Panel of Experts on Pesticide Specifications, 
Registration Requirements and Application Standard~ 

Recommends that: 

(i) this document is of sufficient importance that FAO bring it to the 
inr.1ediate attention of gcvernments and subsequent publication as 
approved FAO Guidelines; 
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(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 coomon framework 
for guidelines at world level; 

(iv) FAO should encourage appropriate regional organizations and 
institutes to establish progranmes 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 
crops; 

(v) consideration should be given to the preparation of harmonized 
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 haunonized methods 
depends on explicit recognition of such methods by national authoriti~s 
znd positive commitment on the acceptability of relevant data obtained 
by their use; 

Reconmends that: 

(i) efficacy evaluation ~hould b2 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 conmit 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 regions, 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 

I 
l 

, 
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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 recot1111.ends i:hat UN!.DOiFAO give urgent attention to 
coordinate and provide substantive support to the cevelopment of test 
protocois, through the Regional Network. 

TOXlCOLOCY 

28 Working Paper 5 (Appendix VII) was considered. Sufficient data on 
toxicology were necessary to show that when us2d as recorrmended 
the product would not cause ill effects t0 those applying it, to 
consumers of treated crops or to wildlife. The data ~hould permit a 
hazard classification of tl•e product and indicate the handling and 
application p~ecaution~ necessary and also should indicate ~iagnc~is 
and treatment in the case of poisoning. The sco~e, seal~ and duration 
of the toxicolcgictl studies reGuired ~ill vary, depending on 1 amongst 
other things the newness of tht active ingredient, the nature of the 
toxic effects observed, species variability, &s 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 proposed 
r.ornmercial formulation. 

29 Ten <...ountries indicated they would accept toxicological Jata developed 
by companies in accordance with Good Laboratory Practice but one country 
required so~e limited local testing. 

30 Five countries had accepted the WHO classification of Pesticide by ~azard, 
for labelling purposes, which was also supported by GIFAP, two countries 
said they could accept this in the fi.1ture, four countries indicated that 
it would be necessary to amend the law before acr.eptance with two of the 
four indicating they would be prepared to consider this. 

RECOMMENDATIONS 

31 !he Meeting 

Noting the d~velopment of complementary docu. ~ntation 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 
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Recorrmends 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 
rarticular with the view of achieving mutual acceptability of data. 

RESIDUES 

32 WorkiTl?,Paper 6 (Appendix VIII) was used as a ba~is for discussion. 
Information on the chemical nature and concentration of the residues 
left by a pesticide in foods an~ 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 soraetin:es require different types 
of residue data generated by very specific p~0cedures; 

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 wa$ circ .lated on a room document) 

Recommends: 

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

(ii) that goverrunents and industry accept and use these guidelines as 
soon as possible. 

(iii) that goverrunents 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. 

I 

.. 
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ENVIRONHENTAL IW':~c:: 

Working Paper 7 (Appendix IX) was discussed. Before registering a 
pesticide each country must assess which asp~cts of its environment 
might be affected by the proposed use. it should decide the values 
to pl~ce on these aspects and weirh 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 propased. The test programme shculd have been designed according 
to tl1e characteristics and conditions of t!le proposed use of the product 
and the test species carefully selected in order to justify broad environ­
mental predictio~s from the results of the test. 

RECOMMENDATIONS 

36 The Meeting 

Having considered the report of the Second FAQ Expert Consultation on 
Environmental Criteria for the Regi5tration of Pesticides: (FAQ Plant 
Production and Protection Paper 28). 

Empl1asized the value of prima1y 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 data 
which determines the need for precautionary statements and limitations 
appropriate to minimize the potential adverse effects on non-target 
organisms; 

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

Recorrunends that the guidance on data requirements contained in the 
Report of the 1981 FAO Expert Consultation on Envirorunental Criteria 
for the Registration of Pesticides and on procedures fer 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 

I 
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Furtner recommends that fAO commissions case studies for several 
widely-used pesticides to canpare the potential fate in and effect 
on the environment as p~edicted crom the environmental criteria 
with data and experience as presented in the world scientific 
literature. 

HODEL REGISTRATION SCHEME (FAO GUIDELINES) 

37 Revised FAO Guidelines and Model Scheme for the Establishment of 
National Organizations 
which were intented to 
stage of preparation. 

for the Regi3tration and Control of Pesticides 
replace earlier guidelines were in an advanced 
They would become available in 1984. 

38 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 may 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. 

39 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. 

RECOMMEND AT IONS 

40 The Meeting 

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

Noting that many countries have alr~ady 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 implemer.t a pest~cide registration 
and control scheme as soon as practicable; 
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Further recogm.zmg the considerable variation in the extent of control 
in different countries and the importance of establishing effective 
con tro 1, and 

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

Reconmends that th~ draft revlsion is of sufficient ~mportance 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 

41 The meeting considered Working Paper 2 (Appendix XI) during discussions 
on these subjects. Comnodity products are ~ften refer.red to as products 
which were either, never patented, or products on which the patent life 
had expired. 

42 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 o 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. 

43 It was recognized that there was a difficulty deciding whether or not a 
product was a conmodity product using the patent life as a guide in view 
of the variation between c~~ntries in patent protection and life of the 
patent. 

44 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 to protect proprietary rights was raised by GIFAP. 

RECOMMENDATIONS 

45 The Meeting 

Being aware cf the problems facing registration authorities in processing 
applications for the registration of pesticides that are not p~tented and 
produced by two or more manufacturers, and; 
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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 
register~d products were not themselves ft:lly tested; 

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

Recoumends: 

(i) that registration authorities proceed with caution in processing 
the registration of such products and only a~cept them lotten fully 
satisfied that the normal registration criteria fer safety and 
efficacy h~ve been met, paying eue 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 nature 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 pe5ticides and that 
such disclosure provides opportunity for the violatio:1 of the proprietary 
rights of data submitters, 

Reconmends 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 

46 Some of the benefits of a phas~d registration scheme as well ~s some of 
the concerns 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 operat\ng a phased registration 
scheme, but both said they were considering the introduction of such a 
scheme. 
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RECOMMENDATIONS 

47 The Meeting 

Recognizing that the development of a pesticide is a gradual process and; 

~ting that several countries in the Net.work have acknowledged this fact 
and devised phased or stepwise registration schemes, that in all knm:n 
cases have been very successful and to the benefit of .111 concerned; 

~amends that consideration be given to a phased approach to pesticidE 
~egistration both in existing national processes and in the establishment 
of any new national registration authority. 

EFFECTIVE NATIONAL CONTROL OF PESTICIDES 

AVAILABILITY OF PESTICIDES 

48 Working Paper 8 (Appendix XII) was discussed in the meeting. Some 
deleterious effects of pesticides may be the result of inadequate cont~ol 
of the supply and distribution of a pesticide in a country. In 
consideration of the Working Paper, the meeting agr~ed L~at the proposals 
contained therein to restrict the availability of pesticides by creating 
categories under which pesticides are restricted to specially trained 
classes of operatots 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. 

49 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 

50 The Meeting 

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

Re:.onmends that registration authorities gin? special attention to drafting 
restrictions on the availability of pesticides; 
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SPECIFICATIONS 

51 It was stressed that specifications were particularly of value in 
the case of older comnodity 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 contract 
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. 

52 The Working Paper 9 {Appendix XIII) on this s~bject was accepted by 
the meeting • 

RECOMMENDATIONS 

53 The Meeting 

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

Recorrmends that data on composition submitted during the registration 
process should be considered "coumercial-in confidence" by registra­
tion authorities. 

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

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

Recorrmends: 

(i) that specifications for all conmodity 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 specificattons should be reviewed where 
necessary and a revised edition of the FAQ Manual on "Use of FAO 
Specifications for Plant Protection Products" be prepared and 
published as soon as possible. 
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LABELLING 

54 Working Paper 10 (Appendix XIV) was used as t~e bases for discussion 
on this item. It was emphasized that the acceptance of the pesticide 
labLl is on£ of the main responsibilities of the registration autho­
rity. Th~ importance of the label and the information it contains 
cannot be over-emphasized. The la~el 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 requir~ments 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 pesticiJes 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. 

RECOHMENDATI~S 

55 The Meeting 

Recognizing 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 disposal; 

Reconunends 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 maybe with the active 
ingredients being designated by the ISO 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; 
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1.7 Weight of the contents of the pack (or volume f0r liquid 
preparations); 

1.e Manufacturing lot identification; and data of manufacture 
(shown by month and year) and as an option dep~nding on 
local requirements, the expiry date. 

1.9 Registration number (where required). 

2. Precautions 

2.1 i' opropriate and clear indications of the degree and the type 
of hazar~, using the relevant warning of risk symbols, should 
appear on the label, when the nature of the fo1~ulated product 
makes it necessary. These should be in keeping with a harmo­
ni~ed Classification of Pesticides by Hazard, preferably that 
proposed by wm; 

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 rec~amended first aid, antidote (if any) and other inf or­
mation for physicians as requir~d by the approp1iate health 
authorities when the t6xicity 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 con~umption 
- 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. 

4. 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 hurmn and 
environmental safety, and; 

I • 
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Having examined the Guidelines on Goo~ Labelling Practice for Pesticides 
prepared by FAO and endcrsed ~y the Group on Registration Requirements of 
the FAQ Panel of Experts on Pesticide S!)E:cifications, Registratiou Re4uire­
ments and Application Standards. 

Reconrnends these guidelit:es should be advpted and used by industry in 
preparing labels and by registration authorities in the acceptance and 
approval of labels. 

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

Reco!llllends that FAO take a lead role in promoting the use of a more 
extensive use of graphics/pictorgrams in pesticide labelling, and one 
~armonizing symbols, and colour coding, based on hazard, currently used 
on labels. 

PACKAGING AND STORAGE · 

56 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 

57 The Meeting 

Eeing aw~re 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 av~iding the need to tackle difficult 
disposal problems; 

Noting the existence of draft "FAD Guidelines for the Packaging .::nd 
Storage of Pesticides"; 

Recommends that the aocument is o~ sufficient importance that FAO bring 
it to the immediate attention of government and subject it to further 
expert review and subsequent publication as officiaJ FAO Guidelines. 

l 
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DISPOSAL 

Working Paper 12 (Appendix XVI) on disposal of surplus ~esticides and 
pesticide cont2iners was considered by the meeting. It was pointed 
out that disposal of surplus pesticide and pesticide containers is a 
problem throughout the ~rld. Little practical information on disposal 
is published although the Council of Europe h&d prepared a chapter in 
their bookiet "Pesticide" 5th Edition on the subject (Background Paper 
L). The meeting was informed that a Consultant was to conmence work 
for FAO to prepare Guidelines on Disposal. 

RECOMMENDATIONS 

59 The Meeting 

Recognizing that disposal problems may often arise from inadequat~ 
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 Disoosal 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 FAQ 
Guidelines. 

CODE OF CONDUCT 

60 Thi:! meeting was informed that FAO, in consul tat ion with other concerned 
agencies and international organizations, had drafted a ''Code of Conduct 
on Distribution and Use of Pesticid .. s." 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 responsib'.li­
ties of the various parties concerned (e.g., governments, manufact~rers, 
distributors, users). 

61 The draft was to be sent to Member Government~ 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, ter.tatively 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. 

• 



.. 

- 21 -

CONSIDERATION OF THE REPORT OF THE SECOND GOVERNMENT CONSULTATION OF 
INTERNATIONA~ HARMONIZATION OF PESTICIC~ REGISTRATION REQUIREMENTS 

ROHE 1982 

62 The report of the above Consultation which was held in Rome from 
11-15 October 1982 was available to the meeting as Background Paper 
H. It was of considerable interest as reflected in the wide demand 
for copies. Many countries throu&hout the world had already adopted 
or were considering adopting many of the reconmendations of the Con­
sultation which was attended over 120 persons representing 42 countries 
as well as 11 U.N. agencies and other organizations • 

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

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

64 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. Most 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 reco1ID1endations to the Director-General of FAO from the 
1982 Second Government Consultation on International Harmonization 
of Pesticide Registration Requirements was that every encouragement 
be given to all organizations engaged in the development of harmonization 
of pesticide rcgistratio~ requirements and procedures. 

65 The First Technical Advisory Coomittee 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. 

66 The paper defined the term "harmonization" and spelt out the benefits 
to be obtained by countries when utilizing harrr.c~ized 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 

67 Proposals for harmonizing the ~~ecific data requirements were outlined 
in the paper, as also were some suggestions on how the regisLration 
process should be operated. Finally some of the problems in registration 
procedures such as proprietary rights to registration data, registration 
cf commodity products and change in source of active material were noted. 
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RECm!}CE:-..-OATIONS 

68 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 to 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 assista~ce of ~inistry 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 b~ 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 
Lheir country. 

• 
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COMPILATION OF DATA AT THE NATIONAL AND REGIONAL LEVELS 

69 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. 

70 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: 

conmon name (after ISO where possible) of active ingredi6lt 

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

type of fortr.Jlation - e.g. wettable powder 

type of use - e.g. herbicicie, (using WK> letter codes) 

source of active ingrediefit (country and m~nufacturer) 

year of first (full) registration 

crops on which registered 

restrictions on use (if any) 

71 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. 

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

OTHEJ\ BUSINESS 

SPECIAL FORMULATIONS AND CROSS CONTAMINATION 

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

SPECIAL NEEDS 

74 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. 



- 24 -

RECOMMENDATIONS 

75 The Meeting 

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

REPORTING ACCIDENTS AND INCIDENTS INVOLVING PESTICIDES 

76 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 should the need arise. 

RECOMMENDATION 

77 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 pois:>nings could be obtained 
was desirable. 

Recommend that these two aspects be referred to governments. 

GENERAL RECOMMENDATIONS 

7S 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 ~ausing 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} jeopardising 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 co~ditions prevailing in the Region. 

79 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 reconmendations 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 rev1s1on and improve -
ment in harmonization of registration requirement in the region, in 
the context of the Network, 

Recoamends 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 wi LL need to 
be continued and non mf!".ber countries be encouraged to become members, 
if the defined objectives are to be achieved and 

Further recommends that provision be made for further activities ~f 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 

80 The report was adopted 

CLOS ING REMARKS: 

81 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 w:>uld 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 satisfactioP 
from the w:>rk. 

82 The Rapporteur thanked the Secretariat for the tremendous help and 
support given by them, not only during the meeting but in the pre?a­
ration of do·:ume:its a11d papers prior to the meeting. The meeting 
heartily endorsed these thanks. 

83 The Chairman thanked delegates for their participation and support of 
the meeting. S~e hoped they would carry the message of implementation 
of the proposals and recommendations back to their resp£ctive govern­
ments and in Lie near future, most if not all of the recommendations 
would be imple~ented. 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, Hr. D. Campt and Dr. Balasubramaniam for 
their int~oduction to various agenda items. 

84 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. 

85 The Chairman was thanked for the untiring dedication she had given to 
the sub-network on harmonization of pesticide registration requirt!!lents 
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. 

86 The meeting then closed. 

I 

I 
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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: 

l. To visit each of the member countries (Thailand, Indonesia, Korea, 
Philippines, Bangladesh, Pakistan, India, Afghanistan and Sri La.,ka) 
participating in the Regional Network for the Production, Marketing 
and Control of Pesticides in As~a and the Far East (RENPAF) a~d 

hold discussions with senior officials responsible for the 
registration and regulation 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. E-

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

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

2. To call upon local authorities responsible for the regulation of pesticides, 
and outline the purpose and advantage of working with the network. 

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

4. 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 
Philippines 1-3 June 1983 
Thailand 6-10 June 1983 
Korea 11-15 June 1983 
Indonesfa 16-23 June 1983 

India 
Afghanistan 
Pakistan 
Bangladesh 

20-23 July 1983 
24-29 July 1983 
30 July-4 August 1983 
5-12 August 1983 

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

Thjs 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 REGIS1RATIOH 

Title of the law 

ADMINISTERING AUTHORITY 
Agricultural Pesticides 
Household Pesticides 
Public Health 
Veterinary Pe~ticides 

HAIN POINTS 
Compulsory 
Control of Imports 
Control of Manufacture 
Offence to use contrary 

to label 
Control of Advertising 
Register applicators 

Agricu 1 t ure 
Pest Control Operators 
Others 

NAME OF BODY 

Considering ApplicatiQn 

Number of members 

Evaluating Data 

Issuing Certificates 

TYPES OF CLEARANCE 

Full 
Limi c ed Sa le 
Experimental 
-Notification 
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AFGHANISTAN 

.... 

0 

0 

:z: 

BANGLADESH 

The Pesticides Ordinance 
1971 

Ministry of Agr. and 
Forestry 
Director, Plant Protection 
Division 

Yes 
Yes 
Yes 
Yes 

Yes 

Yes 
Yes 
Yes 

Plant Protection Tech. Sub 
Conn (Registration Sub 
Co11111. 

9-ll (17) and seconded 
members 

As above 

Bl&t~ig~· Plant Protection 

Yes 
No 
Yes - for trial purposes 
No 



INDIA 

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

Ministry of Agriculture 

Registration Conmittee 

Yes 
Yes 
Yes 
Yes 
No 

No 
No 
No 

Registration Conmittee 

6 + seconded members 

As above 

As above 

Yes 
Yes 
Yes 
No 
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INDONESIA 

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

Ministry of Agriculture 
D-G of Food Crops, Directorat• 
of Food Protection 

As above plus D-G of Food and 
Drug 

As above plus Health 
"' above 

Yes 
Yes - D-G of Imports 
No 
Yes 
Yes 

No 
No 
No 

Pesticides co11111ittee 

22 

Sub Connittee of above 

Ministry of Agriculture 

Yes 
Yes 
Yes 
No 



KOREA 

Agrochemicals management 
law 1957 (Rev. 1980) 

Ministry of Agr. & Fisheries 
Off ice of Rural Development 

Ministry of Health & Welfare 
Ministry of Health & Welfare 
Off ice of Rural Development 

Yes 
Yes 
Yes 
Yes 
Yes 

Yes 
Yes 
Yes 

Agrochemicals Management 
Co11111ittee 
22 

Sub Cormnittees of above 

Ministry of Ag. & Fisheries 

Yes 
No 
No 
Yes 
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PAKISTAN 

The Agricultural Pesticides 
Ordinance 1971 

Ministry of Food, Agr. & 
Cooperative, Dept of Plant 
Protection 
No one 
Ministry of Health 

Yes 
Yes 
Yes 
No 
Yes 

No 
No 
Aerial sprayers in Dept 

Agricultural pesticides 
Technic.11 Advisory Committee 
20 

Sub Co11111ittee of above 

Director, Dept Plant 
Protection 

Yes 
No 
No 
No 



PHILIPPINES 

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

Fertilizer 
Authority 

" 
II 

II 

Yes 
Yes 
Yes 
No clear 
Yes 

Yes 
Yes 
Yes 

and Pesticide 

II II 

II II 

II 

Pesticides Technical 
Advisory Co1111ittee 
17 

Sub Co11111ittee of above 

Fertilizer and Pesticide 
Authort"ty 

Yes 
No 
Yes 
No 
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SRI LANKA 

Control of Pesticides 
Act No. 33 of 1980 

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

II 

II 

When implemented 
yes 
Yes 
No 
No 
Yes 

No 
No 
No 

Pesticide Formulary 
Co1111ittee 
10 

Pesticide Formulary 
Conni tt ee 

Registrar, Dept of 
Agriculture 

Yes 
? 
? 

No 

THAILAND 

Poisonous Articles Act 
1967 and Amendment Act 
No. 2 1973 

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

Aft,.r :'"etting 
Yes 
Yes 
Yes 
No 
Yes 

yes 
Yes 
Yes 

Coop. 

Coop. 

Piosonous Articles Control 
Board 
14 

Sub Comittees 
Agricultrual Regulatory 
Div (of the Dept of Ag) 
or Health Dept in case 
of Health products. 

yes 
No 
No 
No 
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I DATA REQUIREMENTS AFGHANISTAN BANGLADESH (FORMULATION} 

CHEMICAL AND PHYSICAL PROPS. Notspec if ied 

TOXICOLOGY Oral 
Dermal 

t:> Inhalation 
z 
..... 
i-< 

<C 

cii: 

w 
0.. 

0 

i-< 

EFFICACY w 2 seasons trials to be 
>- carried out by Govt. 

Res. Station 
w (unless standardised) 
::r: 
w 

= 
u 
(/) 

EFFECT ON ENVIRONMENT 0 Fish 
z 

RESIDUE Method testing 



INDIA 

Type 
Chemical composition 
Analytical Test Report 
Hethods of Analysis 

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

Laboratory and 
field 

Fish 
Birds 
Bees 

Comprehensive protocols 
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INDONESIA 

Type 
Composition 
Stability 
Hethods of Analysis 

LO SO oral and dermal 
LO SO inhalation 
Interperitonia l 
Short term 

Laboratory and 
Field Trials 

Fish Toxicity 
Birds 
Bees etc. 

Amount and type o~ residue 



KOREA 

Type 
Compositon 
Shelf life 
Methods of Analysis 

LD 50 (oral and dermal) 
Where tests done. 

Location of Experiments 
Year 
Variety 
comparison with standard. 
Stat. Analysis. Phyto. date 
(A aseful book on trials) 

Fish toxicity 

. 
5 tests - 1 on crop 

2 on field soil 
2 on lab set 

PHI, variety and type of 
residues found 
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PAKISTAN 

Largely after FAO 

None 

Location of Experiment 
Year 
Variety 
Comparison with standard. 

As FAO 

As FAO 

l 



PHILIPPINES 

Yes - Comprehensive 

Yes - Comprehensive 

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

Coanodity - none detailed 
Proprietary - Soil 

lofater 
Birds etc. 

Co111110dity - none detailed 
Proprietary - Identity 

Decline studies 
Animal studies 
Effects of 

processing 
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SRI LANKA 

Yes - proposed 

Yes - proposed 

Yes - proposed 

Yu - proposed 

Yes - propoied 

THAILAND 

Type 
Composition 
Structural & Eaiperical 

formula 
Shelf life 
SG 

Limited - Not spelt out 

LO ~ to animals 

None required in 
Thailand. 
Overseas data accepted. 

Limited 
Fish 
Bees 

None spelt out. 
Possibly none required 
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DATA REQUIREMENTS 
(TECHNICAL) AFGHANISTAN BANGLADESH 

CHEMICAL & PHYSICAL PROPS. Yes 
Standard specification 

0 

:z: 
..... 
f-

< 
0:: 

l.:I 

TOXICOLOGY a. Not stated 
0 

f-

l.:I 

;>--

w 
:E 

w 
:i:: 

u 

SOURCE Ul 

To be notified. Yes 
If changed what? 0 

:z: 



INDIA 

IUPAC 
Co111non Name (ISO) 
Identity and Physioche­
mical properties 

Acute toxicity 
Sub-acute 
Carcinogenicity, 
teratogenicity, mutageni­
city, metabolism 

"ldenticality" or else 
new te~ts 
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INDONESIA 

lUPAC name 
Co111non name (ISO) 
Structural and emperical 
Composition 
Stability 
Physical properties 

Carcinogenicity 
neurotoxicity 
por:.entiation 
teratogenicity 
111utagenicity 

Not stated 
New tests? 



l 
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KOREA PAKISTAN 

Appears No - Not stated As for FAO 

Ap~ear Not As for FAO 

No Yes 
Nothing Not clear 

• 
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f'itiLil'l'lNt:S SRI LANKA THAILAND 

Comprehens)·: 0 whether a Yes - proposed Unclear 
co1m1odity of proprietary 
product 

As above. Yes - proposed Not spelt out 

Yes Yes 
More data may be required New application No 

...... _. 



LABELLING 

REQUIREMENTS SPELT OUT 
Yes/No 
Where 

LANGUAGE Local 
Mixed 

COLOUR CODING Yes/No 
Yes colour 

. 

NAMES ISO COMMON 
Full Chemical 
lUPAC 
CA 
Inerts 

HAZARD RATINGS 
WHO 
Like WHO 
Completely 

SKULL AND CROSS BONES 
Some products 
All products 
No products 
St. Andrews Cross 

--- . 
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AFGHANISTi\N 

(.!) 

z 
..... 
I-< 

< 
ix; 

w 
r:i.. 

0 

I-< 

w 
;.. 

w 
:I! 

w 
:c 
u 
Ul 

0 

z 

BANGLADESH 

Yes 
Ordinance and proposed 
Rules 

Bengali - small packs 
English - large packs 

No 

Optional 
Yes 
Yes 
No 
No 

No 
Yes - on formulation dermal 
No onl~ 

No 
Yes 
No 
No 



INDIA 

Yes 
ln~ecticides Act 1968 
Insecticides Rules 197i 

Hindi a1.d English and 
1 or 2 regional 
languages 
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INDONESIA 

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

Indonesian 

-------~----------------~~------------~----~--------+-------------------------~ 

Yes, Bright Red Tox Classl No 
Bright Yellow Tox Class 11 
Bright blue Tox Class Ill 
Bright Green Tox Class IV 

Y<?s or ISi Yes 
Yes if No Co11111on name Yes 
Yes Yes 
No No 
Yes . No 

No No 
Yes - no dif. between form yes - no dif. bet~een form 

type and based on type 
active No 

No 

Class I 
No 
No 
No 

Host hazardous 
No 
No 
Second hazard c•tegory 



ICORF.A 

Yes 
Agrochemicals Management 
Law 

Korea 
No 

Yes 
Pink - fungicides 
Green - insecticides 
Yellow - herbicides 

No 
Yes 
NS 
NS 
NS 

yes 

No 
No 
Yes 
No 

. 
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D&Vl'C' .. AU ............ _ .. .,,.,. 

Yes 
Pesticides rules 

Pakistan 
No 

• 

Yes - Toxicity 
I - led 

11 - Blue 
Ill - Yellow 

IV - Brown 

. 

Yes 
No 
NS 
NS 
No 

No 
Yes 
No 

No 
Yes 

"° No 



PHILlPPINE!:> 

Yes 
Guidelines issued 
pursuant to Act V PB 144 

Filipino or 
English 

Yes 
Blue - fungicides 
Red - insecticides 
Green - herbicides 

, Orange - other 

Yes 
? 
? 
? 
? 

Ye~ plu~ inhalation and 
irritancy and only one 
Class ! 

Host Hazardous class 
No 
No 
No 

--
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SRI LANKA 

Yes 
Section 8 in Control of 
Pesticides Act 

Sinhala and Tamil 
and English 

Not determined 

Yes - proposed 
No .. 
No .. 

Yes - proposed 

Host hazardous 
No 
No 
Possibly next hazardous 

THAILAND 

Yes 
Section 21 of the Poisonou! 
Articles Act • 

Thai 
and if desired English 

No 

Yes 
? 
? 
Yes? 

No 
No 
Yes 

No 
Yes 
No 
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. 

0 

z 

""' < 
RESIDUE ANALYSIS a: 

l&l 
Very limited 

a.. 

0 

""' l&l 

>-

E 
HAXll'.UM RESIDUE LI HITS l&l 

(HRL's) ::r:: Accepted codes for 
Like CCPR u some HRLs 
Comp I Diff. en 

0 

z 

. 

POISONING NOTIFICATION No 
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INDIA INCUNESIA 

No Yes - at Registration 
Yes yes 

Yes - limited Yes - limited 

Yes, but limited Yes 
No No 

No No 

. 

---



l 
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KOREA PAKISTA..111 

Yes No 
Yes Yes 

Yes, but limited Yes, but very limited 

No No 
yes No 

None 

No No 
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PHILIPPINES SRI 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 Yes to start on a district No 
basis basis 
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COUNTRY STA'IEM::l-."T 

AFGHAN IS TAN* 

lJ'PEKD lX TI' 

There is no spF.C .ia 1 legislation related to registration 

of pesticides yet in operation in Afghanistan, but it is under­

stood ttat discussions are being held on proposals put fon~ard 

by Dr. G. L. Ba ldit following his report to FAO on the Technica 1 

requirements for Proposed Pesticide Legislation in Afghanistan 

in 1981. 

* Statement submitted by B.B. Watts, UNIDO Con:;ultant, in the 

abseoce of the delegate from Afghanistan. 

--· 
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COUNTRY STATEMENT 

BANGLADESH 

APPENDIX IV (Cont.) 

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 lo.dged. 
If 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 bein~ acted on as far as registration requirements are 
concerned. 

The /.ct al~o require•s licenses to be issued. to import, 
to manufacture, to form~late, to repack, to sell, to advertise and 
be Hcensed as a pest control operator. 

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

Registration data are evaluated by experts who are members 
of the Plant Protection Technical Sub-Ccnmnittee_. There- is no color 
coding for labels, all of which are marked "POISON" with skull and 
crossbones. 

Considerable emphasis is placed on analysts 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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COUNTRY STATEMENf 

INDIA 

APPENDIX W (f.nnt. )_ 

1. LEGISLATION FRAMEWORK: 

1.1 The I~secticide 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 
schedule to the Act and such other substances including 
fungicides and weedicides as may be included in the 
Schedule. 

1.2 The adm.tnistering Ministry is the Ministry of Agriculture. 

1.3 Tj1e Act provides for a Central Insecticides Bo2.rd, to advise 
on technical matters, consisting of 29 e:-..'"Perts in ,·arious 
disciplines with Director General of Health Services (Under 

Ministry of Health) as the Chairman. 

1.4 The Act also provides for a registration Com:nittee consisting 
of a chairman, Drugs Controller of India :llld 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 L3.w officer. 

2. STEP-WISE REGISTRATION 

-~-

2.1 There are three basic steps: 

a. !:~~!-~!~~~~~~: of small quantities on basis of permission 
given by the Plant rrotection Adviser. 

b. ~E~Y!~~~~~!-~~~!~!!2!!~~-= Section 9 (3B) of the Act enables 
provisional registration for a period of 
two years, on specified conditions. 

c. ~~g~!~:-~~S!~!E!!f~~: Section 9 (3) enables regular 
registration with no time limit; there is 
provision for cancellation of registration. 

l 
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3. LICENSING 

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

4. DATA REQUIREMENT 

FAO guidelines have been given due consideration while 
framing national guidelines and more or iess are keeping w~th 
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 P2ckaging and labelling requirements (including colour 
labelling by toxicity iud leaflet) 

4.4 Bio-efficacy and residues 

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

5. Certain laboratory bound toxicological data, generated in other 
countries are accepted but bio-efficacy and residue work should 
be u::::der Indian conditions; environment dependent data has to be 
generated under Indian condition. 

6. Post-registration Activities 

The Act provides for inspection of manufacturers fot: ensuring 
complia.~ce of the Act. 

7. 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 STAlE!-ENT 
INDON::S IA 

,,..,..._ ... ' 
\ ................. " 

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 '!'ro::edures are contained 
in the Agricultural Ministerial Decree No. 280 of June 11, 1973. 

In prin:: iple registTa tion is not based solely on registration in 
other countries. Nevertheless information on registra tim in other 
countries 11BY be required '!.'hen registration of pesticide containing :3. 
new active ingredient is to be considered. Some guidelines prepared by 
international and regional organizations su::h as FAO and Council of 
Europe have been used in developing the na tiona 1 registration pro: edure. 

Ihta on tral!Im3.lian toxicity and other selectE:d data genErated in 
other countries can be accepted. Data generated by official stations 
recognized by the Pesticide COt:::Dittee are used as prinsry ea ta to support 
registration. Ih ta on efficacy, fish toxicity and residues a.re requirec 
to be generated lcx:ally in the country. 

"Phased" or "Stepldse" registration prcx:edure is adopted, viz. 
e>.-perimental, provisional and permanent registration. 

Availability of some pesticides which are highly toxic, persistent 
and bier-accumulative is restricted. These pesticides which are n..:it 
registered for general public use can only be used by lice:ised users. All 
pesticide formulations 'l.'ith LD-50 values snsller tran 50 or 500 mg/kg body 
weight for acute oral and dermal toxicity respe: tively, fGll into this 
category. 

Registered produ:ts are listed in the Agricultural Ministerial 
decrees on pesticide registration and approval l-•hich are issued periodi­
cally. All pesticides registered for agricultural use which are listed in 
the decrees are re-listed by trade name, common .lame, registration type, 
approved usage and registrant in a publication ''Pesticida untuk Pertanian" 
issued annually. 
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APPENDIX J\' (Cont.) 

COUNTRY STATEMENT 

JAPAN 

Any pesticide products m~st be registe1ed by the Ministry 
of Abriculture, Forestry and Fisheries before being offered for 
sale under the provisions of the "Agricultural Chemicals Regulation 
La~J• which was enacted in 1948 and amended largely in 1971. 

For the registration application, it is necessary to submit 
required documents following to the "Guidelines " published as a 
Ministerial Ordinance. It is no,t 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·i1 Japan. 

Neither "Phased" nor "Stepwise" procedure are adopted. 
Av~ilability of highly toxic pesticides is restricted by the "Poisonous 
and Deleterious Substance Control Law". Official list of registered 
pesticides (in Japanese) is annually published. 

Check control on products, monitoring of pesticides in food 
or in envirorunent, reporting of· occupational hea~.th incidents and 
collection of data statistics on quantities of pesticides manufacture, 
imported or used are conducted. 
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APPEND! X JV (Cont. ) 

COUNTRY STATEMlliT 

REPUBLIC OF KOREA 

The procedures of p1..!Sticide registration requirements are 
based on Agrochemicals Management Law established in 1957 and 
revised in 1980. 

All applications for registratioo of pesticides are managed 
by Agricultural Chemicals Res£Jrch 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 com:nittees 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, method of 
application, warning and precaution etc. Also environmental pollution 
with pesticides is controlled under the Environmental Protection Law. 

l 
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APPENDIX IV (Cont.) 

MALAYSIA 

The pesticides Act 1974 provides for a Board compn.sing of :1eads of 
various r,overnment 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) are 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 and antidote statement; 
if packaging complies with the Malaysian code of Practice for Packagin~; 
storage stability of the product; whether the product meets Malaysia11, 
FAQ or WHO specificatio.i, e.tc. The. information is evaluated by a Tech.-ii­
cal Corr::;i.ittee comprising of members from the various disciplines and is 
approved, rejected, or further information requested for consideration. 
The details of tne label are also considered and approved. Among others 
the label has a colour band based on the WHO hazard classification and 
the two t:lOSt toxic classes also have a "skull and crossbones" symbol on 
the labtl. 

Following registratio:i, samples of pesticides are obtained from the 
ma·rket 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 pu~poscs 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 comr.iitt::e established under the Bo;ird. Adver­
tisements in other media are controlled by means of guidelines which 
disallo~s overclaims on safety or efficacy of the product. 
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COl'NTRY STA'IH£NT 
NFl~ 7F ALAND 

APPENDIX IV (Cont.) 

The Pesticides kt 1979 replaced the Agricultural Chemicals Act 
1959, differing minly from earlier Act in that industrial anc! public 
hea 1th pesticides a re now r.:quired to be registered where preYious ly 
they were not. 

No pesticid£ can be sold unless it is registered or ms an 
Experimental Use Permit (EPP). The Act sets up the Pesticide Boord 
and sets out the fun:: tions of the Board, the main c,ne of which is to 
ensure the prudent, effe::tive and safe use of pesticides. There are 
three types of clearances: 

EUP 
EUP 

!fot for sa le 
Lirni ted sa le 

Registration 

Tria ls Cle.a ran:: e 
P rovisiom 1 Clea rare e 
Full Registration 

futa re~uirernents for registration are identical, to those put 
foniard by the 1977 and 19S2 FAO Consultation, the amount of date 
required varying with the type of clearan::e sought. The "110 classifi­
cation of pesticide hazard is followed with the skull and cross bones 
being required on the first two categories only, and, pesticides falliq; 
into these two categories are available only to commercial users. There 
is no color coding for la°t'e]s. 

Prate: ti on of proprietary data is practiced with those being a 
period of exclusive use for 15 y.ears (plus the possibility of a further 
5 years) fro:n the date re~istration was first given. 

There is no routine am lysis of formulation. A systeCT of notifi­
cation of poisoning is in oreration. 

A voluntary registra ticn scheme for ground spray opera tors is in 
operation, and compulsory licensing schemes for users of 1030 and cyanide, 
as well as aerial arplicators are in force. 
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COUNTRY STA'IEM'.:t- f 
PAKISTAN 

.6.PPt;NDJ.X -IV (Cont.) 

In 1971 an ordinan:e called Agriculture Pesticide Ordinance "''as 
promulgated by the Government to regulate the import, 1IB nufac ture, 
formulation, sale, distribution and use of pesticides in Agriculture. 
The rules under were framed and notified in 1973. Under the ordinance, 
the Federal Government constituted a Committee called Agricultural 
Pesticides Technical (APTAC) for the registration of Pesticides. The 
M'TAC Coomrittee has constituted a 20 member technical sub~CJIDlllittee of 
Experts dra'l<.'ll from all the provin:ial resean:h institutes, autonomous 
bodies/agen:ies with the Plant Protection Adviser/Director as its con­
VEner. 

An application has to be nade to the Department of Plant Prote::­
tion in a prescribed profonra along 1.!ith a sair.ple of the pesticide to 
be registered. After verification of the spec i.fica tion c la ime~ in the 
application, the samples are forwarded to the Provincia: Governments to 
condu:t, in direct association "With the applicant, biological tests for 
2 crop seasons under the necessary field conditions. The trial results 
are evaluated by the Te:hnical Sub-Committee and also by the main Commit­
tee; M' TAC. A registration certificate is issiJed by the Department of 
Plant Protection "'·hich renains va.lid for 3 years "Which can be renewed 
for another 3 years. There is no provision in the rules for granting 
provisiona 1 registration. 

The rec om:nenda tions of the 2nd Consul ta ti on held in Rome in 
October 1982 for the harmonization of pesticide registration requirements 
were review~d by a committee of ~tional Experts including representatives 
of Pesticide Industry with a vie'!..• to determining and revising, if necessary 
the data requirements in respect of chemi.ca 1 and physica 1 properties; 
efficacy and Crop Safety; t0>:icology; residues and environmental effects; 
availability of Pesticides; specifications; labelling; packaging and 
storage disposa 1 and some additiora 1 data requirement which were not in 
operation have now been requested. 

Pesticides have now been classified into 4 categories according 
to the hazards and toxicitv based on WHO classification as Extremely Toxic 
(red), Highly Toxic (blue): Moderately Toxic (yellow) and Toxic (bro1om). 
The colors indicated in e.ach category have to be displayed on labels. 
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COUNTRY STATEMENI' 

PHILIPPINES 

APPEf\'DIX IV (Cont. ) 

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 

dassification of pesticides into those for general .lilld restricted 

uses while banning those which po~e 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. Trainin£ programs towards 

a. medical 3nd paramedical personnel 
b. agro-pesticide dealers 
c. !ann technicians 
d. pesticide applicators (exterminators and fumigator:) 

FPA continually reviews/evaluates the above-mentioned 

programs and formulates policies to become more responsive to fre 

r:eed challenge of providing the public/user with safe and effective 

r~sticides. 

--1 
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COUNTRY STA'!El£NT 

SOUTH P ACITIC COUNTRlES 

APPEt..'DIX 1V (Cont.) 

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

Countries in assa:ia ti on with the United States a re under 
FlFRA, though both Guam and TIP I pesticide laws also exist. Fren:h 
territories are under Frerch law. In Fiji, The Pesticide Act, 1972, 
in Solomon Island, The Safety at Rork Act (Pesticide) Regulations, 
under. Safety at Work Act, 1982; in Tonga, Pesticide Act; in Papua 
New Guinea, The Poisons and Dangerous Subst:arees .Actz 1952 and 
Environmental Contaminants .Act, 1978 - a Pesticide kt is being 
rroposed. Few of these countries ac tm lly implement their legis la.­
tion, and in come no registration requiremer.ts yet exist. 

In consideration of the situation a fet.' 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 regist:ration all 
countries will have to rely upon overseas inforustion and 
assistan:e. 

2. Many users of pesticides at present are little edu:ated. Many of 
these people a re handle "restric tcd" pesticides "·hich in other 
countries requires certification of users. 

3. Mu:h con:erning 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 produ: ts, mny of which 
in thier con:entrated form are very toxic, and this results in 
problems. 

In the light of the above the South Pacific Regiona 1 Environ­
uienta l Program has initiated a ''Pe;;tic.ide Project" which includes 
the following obje: tives: 

I. To review existing inform tion on pesticides use and abuse 
within the region and on the level of residues within environ-
ment:a 1 samples. 
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South Pacific Countries 

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

3. To present a detailed proposal for monitoring pesticides vithin 
the region (in hUIJBn blood, foodstuffs, environmental samples), 
and for evaluating environmental effe: ts of pesticide use. 

I am presently unable to sumnBrize the pesticide situation 
throughout the South Pacific pra:: isely and ace uta te ly, but I hope 
that by mid-198 4 I could provide UNillO /\"HO /FAO /IJNEP with an ace ura te 
statement con::ernir.g the situation, espe:ially on registration 
requirements and enfon:ement of legislation. Moreover, I intend to 
bring to the attention of the appropriate government officials in 
each country the findings and decisions of this consultation and will 
try to ensure harmonization of pesticide registration requirements 
throughout the countries of the South Pacific Commission. 

Prepared by: 

Dr. fuvid Mowbray 
South Pacific Regional 

Environmenta 1 Program 
Biology Department 
University of Papua New Guinea 
Box 320 University Post Office 
Waigani 
Pa pta New Guinea 
25th 0:: tober 1983 

l 
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COUNTRY STATEMENf 

SRI LANKA 

APPENDLX IV (com. ) 

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 eviden.t, however, from the results obtained 
fro:n 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 imnediate 
future. 

The areas of present priority for action are broadly: -
a) The further development and establishmerot 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. 

I 
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APPENDIX IV (Cont.) 

COUNTRY STA'iDENT 
TiiAil.AND 

The registration pra:edures r.ave been done under the Poisonous 
Artie le Act 1967 and Poiscnous Article Act 1973. Control of pesticides 
under these Acts are the responsibility of different agencies of th·ree 
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 
produ: ts, Department of Industria 1 Fae tory, Ministry of Industry is 
respcnsible for chemicals used for industry. 

Companies who wish to apply for pesticide registration in agricul­
ture are able to obtain detailed infonration from the Pesticide Registra­
ticn Section, Agricultura 1 Regula tcry Division, Department of Agriculture. 

Guidelines for Registration 

1. Technical information of the pesticide must bear details as follm·:!': 

Chcmica 1 and physica 1 properties, formula ti on, type of 
packaging, biologica 1 data, uses, re: ommenda ti on, pre-la rvest 
interval, storage, toxicities to human, anina.ls, poultry, bee, 
fish and environment ioc luding LVso of test aninals, symptom 
of poisoning, first aid and treatment, guide for physician, 
am lytica 1 method for both fcrmula tion and residue. 

2. Sample for analysis and trials c learan:e. 

3. Type of packaging and ma teria 1. 

4. All labels rrust be contain the skull and crossbones in red or black 
color, trade name, common name, chemical name• and percentage of 
active ingredient, registration number, net quantity, name of 
nanufacturer ai.ci dealer with address, usage, rate of application, 
storage, precaution, symptoms of poisoning, first aid treatment. 
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APPENDIX V 

WORKING PAPER 3 

CHEMICAL AND PHYSICAL PROPERTIES 

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

Information is required on the physical and chem.ical 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_control purposes. 

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

Analytical methods for the d~termination of the active ingredieot 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. 

Tnis 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 tim~ of registration. 

Some of the descriptive characteristics and certain properties which influence 
mobility and· degradation of a pesticide are obviously important in predicting its· 
environmental 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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APPENDIX VI 

WORKING PAPl:.1l 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 ob.tained 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 incorporating 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 coamonly· 
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 Inte-rcational Harmonization of Efficacy Evaluation Procedures and Trial 
Methods 

The use of efficacy evaluation data from a diversity of sources is facilitated 
if evaluation procedures and methods are harmonized at national and international 
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 particular 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) she··~ I shortly result in publication of Guidelines for the Biological eva­
luation of Herbicides. 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 h~rmonized 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 programme, set in the broader context 
of the whole registration procedure. 

In spite of the considerable progress which has been made, there are still 
areas where 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 
frawework 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 Corrunitment 

If ?regress is to be made in using efficacy evaluation data from different 
sources and produced by harmonized methods, a conunitment 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 men:ber countries 
of EPPO), 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 
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 whet·her 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 
all~w consideration of the following: 

The possible short- and long-term hazards to field workers handling 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 Reguirements 

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 not 
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 pestic{des has been published by the Council of Europe (council of Europe : 
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Pe~ticides (5th Edition) 1981). It should also be noted that the WHO Criteria 
Document No. 6 referred to in 1977 has been !ssued (PrinciFles 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 
P.icrobi~l Agents for Vector Control: A WHO memoradum. Bull. Wld Hlth Org., 59, 
857-:63. Therefore registration authorities should consider these special needs 
:n determining data needed to register biological agents. 

Classification of Pesticides Hazard 

To assist countries to work towards the acceptance and introduction of the 
~~O classif~cation of pesticides by hazard, WHO regularly issues guidelines in which 
pestici.de active ingredients ar~ clas·;ified (Guidelines to the use of the WHO recom­
mended classification of pesticide;:, by hazard. WHO publishe<l documeut VBC/78.1/ 
Rev. 3 July 1962). 

Where the safety of a pesticide to workers involved in its application cannot 
be EYalua ted ••i th sufficient confidence from laboratory studies with animals, a 
standard protocol "Field Survey of .Exposure to Pesticides" has been developed to pro­
r:.o te a uniform procedure of such 11.oni t.1ring where indicated (Field surve~· of exposure 
to pe~ticides: Standard Protocol. 1-lHO unpublished document FBC/32.1. available from 
WHO, Geneva.) 

l 
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WORKING PAPER 6 

RESIDUES IN AGRICULTURAL PRODUCE 

The use of certain pesticides in accordance with good agricultural practice 
can result in residues in crops or livFstock 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 (MR.Ls) on food and/ 
or feeds. 

The limits, in most cases, are based on resid11e data required or otherwise 
available at the time of registration. The residue data considered by registration 
autho-rities are mostly derived hem supervised trials, and it is these data that 
form the basis fo~ setting MR.Ls. 

Development of Harmonized Guidelines 

Variations in methodologies in conducting these trials (including the selec­
tion1 preparation and analysis of samples) have created difficulties in evaluating 
the .significance of info-.:mation 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 
~dopted in different coutnries. 

Although the Jo!nt 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 Corrmittee 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 Consuitation in 1977, 
CCPR through its Working Groups has developed "Guidelines on Residue Trials Metlx>­
dology" and these have already been published by FAO, GIFAP and IUPAC. Further 
guidance on the portion of the: agricultural com."Tlodity to be analyzed, recommended 
methods of analysis and on good analytic2l practice in ~esticide residues analysis 
has also been pre~ared by CCPR and also published by IUPAC. 

In view of the Consultation, these rec~mmended procedures provide a basis 
for harmonizing the development of res5.due data suitable for use by national 
regulatory authorities both for registration purposes and for setting MR.Ls. 
Moreover, adoption of these harmonized procedures will increase transferability 
of data between countr.ies, 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 proposal~ to harmonize procedures for ieporting 
laboratory results and for developing data for foodt or animal origin are also 
being considered by CCPR and it expressed strong support for this continuing work. 

• 
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WORKING PAPER 7 
• 

PREDICTION OF ENVIRONMENTAL EFFECTS 

The Ad Hoc GoveTIUI1ent Consultation on the International Standardization of 
Pesticide Registration Requirements in 1977 consider~d that the potential effects 
of pesticides on the environment were of great importance. Such effects must be 
carefully evaluated as a part of the regis_tration process to avoid lasting damage 
to beneficial non-target organisms, soil, water and other important resources which 
could reduce the quality of life. 

The risks to environment from a pesticide are 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 metabol~c compounds may accumulate 
er be concentrated in successive species in food chains. The risks to wildlife ~ay 
also 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 delayed to 
be detected by ordinary. routine testing in the laboratory or the field. It is impo~­
sible to test in such trials all the· infinite variety of conditions under which the 
pesticide may be used in practice. Nevertheless, experience has shewn that in many 
cases, predictions can be made of probable effects of a compound on the environment 
fro~ 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 known. 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. 
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The Consultation recognized that the potential environmental effects vary 
greatly from count~y to country and situation to situation and re~o~mended 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 authorities 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, recorrm~nded that the 
FAO Panel of Experts on Pesticide Residues and the Environment 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 envirunment of pes­
ticides being considered for registration. 

:Znvironmental Criteria fur Registration of Pesticides 

Responding to these recotmnendations FAO convened Expert: Consultations in 1979 
and 198:. A cooposite r.eport of the two meetings is available (FAO Expert Consul­
tation on EnvirorJIJental Criteria for Registration of Pesticides, 1981. Plant 
Protection Paper 2d.) 

The 1981 Expert Consultation agreed that the test methods should be harmonized 
by defining corrmon 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 m~y differ under different socio-economic systems. Each 
country undertaking registration must decide what aspects of it~ environment might 
be affected by proposed pesticide use. ll 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 environment and the effects of predicted exposures on non­
target species. 

Prediction 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 prodilct 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. 
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Assessment of fate of a pesticide after its release into the environ.~ent is 
essential to the assessment of environmental loa<ling 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 analytical procedures for est~mating 
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 

AlthoLgh the data on the toxicity of a pesticide used for assessing possible 
hazards to man are no~mally 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 taY.onomic groufs, 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 u~de on the basis of 
results . fro~ a feasible test programme. From a 1:.nowledge of the habitat of the 
species of concern and the sites of deposition,as 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 data available for the different organises tested may then be 
used to estimate the effect of the likely exposure on related species at risk i3 
the area. The predictive value of the basic data depends on the concept of extra­
polation from one species to another. 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 Registration 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 00 

occurrence of residues, or th~,possible biological effects etc. may have to be 
carried out. On the other hana,experience of the use can suggest extended use of 
a pesticide. 
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WORKING PAPER 1 

GUIDELINES AND K>DEL SCHEME FOR THE EST.AB!.ISfft{ENT 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 operated registration scheme also bas 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 product$ are registered, adequate 
data are supplied by t~e applicant in support of the application, only registered 
products are offered for sale, and that products are used in a manner consistent 
~ith the labelling. 

The procedures should apply at least to pesticides for use in agriculture, 
horticulture, forestr}·, 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 comprehensive process. 

Fo1 the smooth introduction of a.comprehensive:scheme for' the registration of 
pestic:.des, it is critical to plan carefully the various operation.s 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 
change.s. 

Registration schemes can be developed to very elaborate standards and the 
various phases are described in some detail tn the draft FAO "Guidelines and Model 
Scheme for the Establishment of National <n'ganizations for the Registration and 
Control of Pesticides" (Background Paper C). However, countries intending 
to •ttilize the_ FAO model scheme for the first time should not be too ambitious in 
the initial stages of tae introduction of a re~istration scheme. 

While such a scheme may require submission of all relevant data, some of 
it, eg toxicology, could be in the form of sumnaries instead of fully detailerl 
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 bis ri&ht to use such data for purposes of registration. Inter­
pretation of data by international groups of scientists such as the F~O/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 ap~licability of an international 
evaluation to their country and would need to set up national procedures to regis­
ter and control per,ticides, labels and use. 
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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 ~ould 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 vrong 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 iShase 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 gene1al guidance on the level of data needed at each phase was sugguted in 
Background raper D. 
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WORKING PAPER 2 

SPECIAL PROBLEMS IN REGISTRATION PROCEDURES 

Re~istration of C~111nodity Products 

Many pesticides are based on activ~ ingredients which are chEII!icals which 
have been widely available for many years and some of which were never patented 
for p~st control. Other pesticides are based on active ingredients which though 
patent~d many years ago were not subject to registration procedures comparable 
to those required in more recent times. These products are often referred to as 
cosnodity pesticides, some of which are the subject of FAQ Specifications •. It is 
not unusual for these pesticides to be manufactured or formulated by many compa­
nies including local enterprises in developing countries. 

Registratiun authorities are faced with a dilemma when. considering applica­
tions for registrati.on for produ.cts 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 especia.lly when there is extensive information in the open literature and 
'IOorldwide experience with similar formula'tions, supported in some cases by many 
years of safe use. In such cases it is reas~nable to required evidence of compo­
sition and quality and compliance with specifications such as those published by 
FAO, together with the .. infoimation normally required for: labelling and packaging. 
Rr.gistration 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 agr~e to register the ~opy on the basis of data supplied by the original 
proprietor without his agreement. On the othez hand, government authorities cannot 
reasonably deny the public the benefits to be derived from co!Rllercial competition. 

The new applicant for registration should be required to p1·oduc" docu­
mentary proof of h~s 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 sa~e source, or that 
it was of corresponding composition and quality but in many instances would 
necessitate evidence of comparable biologi~al 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. 

l 
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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 
registration data are kept strictly confidential. By doing so industry does ~ot 
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 use of data submitted by a company whilst evading sharing the commer­
cial risks associated with the development of pesticide products and 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, 
Pg 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. ~e 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 be~omes unrewarding. 

With regard to confidentiality per se, it is the expressec opinion of GIFAP 
that there are no objections concerning public access to heal~h 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, 
legi5lative 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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APPENDIX XII 

WORKING PAPER 8 

RESTRICTIONS ON THE AVAIIABILITY 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 capahle 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 Reco!IIIlended 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 reco11111endations on how the classification 
may be used to control sales and purchases and labelling. Iu addition the Council 
of Europe Resolution AP (81) 3 recoamends that only formulated products with an LD50 
greater than 2,000 mg/kg should be available for purchase for domestic use. 

FAO/WHO Data Sheets on Pesticides 

To provide countries with basic information on individual compounds, data 
sheets are issued by FAD/WHO. These include recommendations on the control of 
availability of pesticides and their use. It is expected that such recommenda­
tions which are based on the 'WHO Recomnended Classificatton of Pesticides by 
Hazard, will contribute to a de&ree of international harmonization in restrictions 
on availability. 
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An outline of the categories of availability reconmended is as follows: 

Category 1 The pesticides should be available only to trained applicators 
individually licensed, who have demonstrated a good knowledge ~f 
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 comnercial operation 
(eg WHO Classification lb, 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 thKt special training 
on supervision in use is necessary. 

Category 3 The pesticides should be available to coI11I1ercial applicators for 
whom its application is not a major part of their comoercial 
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 "coD1Dercial 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 ·~vironment to the 
extent that their uncontrolled use without permit is undesirable. 

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

This category applies to toxic peaticides that may be distributed 
for co1111ercial use and could be available to th~ genera~public 
(eg WHO Classification III, slightly hazardous). 

Th: categori~s set out do not include the prohibition of the use of a very highly 
toxic product. Such prohibition may be desirable if control measures cannot 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 •ctually 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 a>untries. Use of the WHO toxi­
clty 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 sam~ toxicity. 

-1 
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APPENDIX XIII 

WORKING PAPER 9 

COMPOSITION OF PESTICIDES AND SPECIFICATIONS 

The report of the 1977 Ad Hoc Covermr.ent Consultation stated that: 

1. Specifications include physical and chemical properties used to 
define the products for procurement 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 a~cive 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 o'Wll specifica­
tions, based on the FAO model specification, together with those 
chemical and physical characteristics that are :dentifiable 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 beeri, an essential and standard requirement of all registration systems. 
Registration is granted on the basis of this declaration of composition and the 
registrant is the~eby required to ensure: that the marketed product complies with 
the declarations made for technical grade material and formulations. It is impli­
cit that the toxicological residue and efficacy data submitted in support of the 
application for registration have been developed with material of corresponding 
composition. 

Regulatory Authorities interested in ensuring that pesticide products on the 
market maintain an adequate standard of perfo~--:-ance 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 longstandi~g 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 a specification. Such a spec1-
ficat~on should not require judgement to be exercised by the buyer and thus should 
consist of quantifiable parameters which should include toleran~es 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-~ 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 determine whether.the material conforms to the.criteria 
and !.tandards of the specification. It should not necessarily indicate biological· 
effi•;acy nor give information on hazards although certain relevant information may 
acr.umpany a specification even though it.does not fonn'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-registration uses: 
r 

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 shou~d ·be defined-and any minimum 
recommendation should be stated. The declared content of active 
ingredient must be a feature of all ·speciticat-iGns 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 interpretation in practice of 
the written method to ensure that consistent results are obtained. 

(vi) Impurities and other contaminants These should be !istcd as far as 
they are known and limits should be placed on those which are impor­
u.nt. Methods of analysis should be given. 

The specification should not include limits:or methods of analysis 
for unimvortant 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 thro¥gh the greater use of FAD and WHO specifi­
cations should facilitate world trade in pesticides and make satisfactory products 
availahle economically to the user. 

FAO Specifications for p£sticides used in·agriculture {plant protection and 
protection of food in store) provide internationally accepted standards of quality 
for technical grade material and their for.nulations which will guarantee the quality 
the usP.r expects of a product. They define the essential chemical· and physical 
properties linked with cerblin biological requirements for a product and are designed 
to reflect generally acceptable product standards. The specifications may b~ usEd 
to provide one international point of reference against which products·can be judged, 
either for regulatory purposes or in comnercial dealings;and should be r£viewed when 
necessary. The FAO Manual on 'Use of FAO Spacifications for Plant Protection Pro-­
ducts', second revision, was published in 1979 and needs further re·.rision to reflect 
current recoumendations. 

The Consultation agreed that it was important to maintain the ·distinctioc 
between: 

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

2. a normal specification designed to maiDtain quality and used as a 
basis of contract for buying and sellin~; and 

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

and conclu1.ed that FAO Specifications on their own are insuffic~ent to define a 
product for registration purposes. 
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LABELLING OF PESTICIDES 

Although registration ~~ocedures for pesticides have become increasingly 
complex, the end-product of any registration has remained the same - a labelled 

• 

package contQining a pesticide formulation. Research and development and the • 
assessment of pesticide safety and efficacy in use are finally reflected in the 
accumulated information which needs to be co11111unicated to those who handle ~hat 
package and use its contents. The hazards o~ring transport, storage, use or dis-
posal, will have been assessed during the registration proceduTe, and labelling 
is the main method of identify~ng the product and coUl!JUnicating instructions and 
advice to all concerned Ni.th its. handling. 

Documents listing national registration requirements indicate that appro-_ 
-priate labelling is a mandatory requirement but there are obviously many important 
differences in the details and methods of meeting the objectives required by dif­
ferent national authorities which could lend themselves to ~ high degree of hanr.o­
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 industty and government and the label va~ recognized to 
play a major role in transmitting advice and defi~ing responsibilities. For 
successful cormnunication a label must be easy to read and understand and the printed 
and graphic material on a pesticide label should bear all the necessary infon:iation 
and instructions for effective and safe use in a language understood by the user. 
Without doubt, the most videly advocated advice by both official agencies and indus­
try is "READ THE LABEL'-'. 

Recent developments in the use of graphics to convey label information.G1.ay 
be useful, particularly in regions vhere users are or may. be illiterate. It was 
recognized that the value of any such system would depend on its being used on a 
wide scale and graphics could be most useful for those Key aspects of labelling 
which relate to operator or environmental protection. However, it is evident that 
not all label information could be presented graphically and availab°Ie 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 Standacds 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 (Background Paper I). These are 
intended particularly for the consideration of government ~fficials 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 reconmended by the World He~lth Organization, then defines the label infor­
mation likely to be needed for a conventinnal 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 reco111DeI1ded-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 pac~ging material must 
be i~pervious 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. 
enit area packs reduce left-overs which are a major cause of storage/disposal 
problems. 

Whereas the wide variation in user requirements and coumercial development 
~akes it difficult to envisage complete standardization of packaging, the rationa­
~ization of the packaging industry will contribute to the concept of standard 
pacl~aging. 

Adequate storage of.pesticides is important both for safety and for maintaining 
the efficacy of a product, and st.orage conditions should keep containers and contents 
in good condition. Metal containers should be stored in a dry area to prevent rus­
~ing. Metal, glass or plastic containers should not be stored neat: steam pipes or 
~here there will be temperature extremes. At lGw temperatures some chemicals may 
crystallize and although the crystals may sometimes be re-dissolved 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 iim1ediately and in addition to the usual fire prec~utions the local fire depart­
ment 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, pesticlde labels often carry 
advice on suitable storage and oc~asionally specify temperature limits. Since these 
are likely to vary from one country to another it vould be difficult to standardiz~ 
storage statements, and these where desirable should be realistic for and agreed in 
the country or area concerned. Deterioration ~f a product due to inadequate storage 
could ultimately cause a disposal problem. 

FAD Guidelines on the Packaging and Storage of Pesticides 

The FAO Panel of Experts on Pesticide Specifications, P.egistration 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 carri~d out 
urgently. 

A study was cartied out in 1981 to investigate the corditions in several 
countries under which pesticides are formulated, repackaged, transported and 
!: tor ed. The draft FAO Guidelines (J\ackground Paper I) were prepared on the basis 
of this study and existing national and international advice. The guidelines 
include sdvice on standards for p2sticide containers, the selection of appropriate 
containers for pe~ticides and standards for the st~rage of pesticides. 

• 

• 
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WORKING PAPER 12 

DISPOSAL OF SURPIJJS PESTICIDES AND PISTICmE CONTAINERS 

··Pesticide containers present an unusual problem since they can be as 
dangerous when they are thought to be empty as when they are·knovn 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, liv~stock 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 cat~gorized into t~ose of: 

(a) combustible containers; 

(b) small non-combustible containers; 

~c) large 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 ~hat double 
or triple rinsing of containers holding liquid formulations can produce relatively 
safe empty containers. The a~vise to triple rinse a ~nntainer and add the rinsings 
to the spray tank is important aud practicable. 

Council of Europe Guidnnce 

The Meeting examined the Guidance on the Disposal of Surplus Pesticides and 
Pesticide Containers (Background Paper L) b3sed on Council of Europe booklet on 

'Pesticides' recognizing that this repres~nted the only current international 
guidance on disposal problems. The Meeting endorsed the contents as being teclmically 
sound but appreciated the difficulties in giving specific advice suitable for all 
situations. General principles on the various aspects of dispcsal could be agreed 
but each situation, bearing in mind the facilities for disposal and deco·.1tamination, 
should be considered individually. 
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CODE OF CONDUCT IN THE TRADE AND USE OF PESTICmES 

t 

A number of or~anizations and countries have expressed concern about the 
propriety of supplying pesticides to countries which do not have infr&structures • 
to register pesticides or to use these materials safe!y. There have been a 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 vi.th good and recog-
nized practice. 

In the .absence of an effective pesticide registration pr~cess and infrast:!'Uc­
ture for controlling the availabrlity of pesticides, an importing country must 
deper.d heavily on the pesticide industry through its national association and its 
international trade association. (GIFAP) to promcte the safe a&: · ensible trade and 
use of pesticides by llOrking with-whateYer infrastructure that exists in a country. 
The role of industry and the ability of a responsibl~ company to contribute to 
education and safe practices should n~t be underestiinated and countries vith limit~d 
resources should avail themselves of any help offerC!d. Distributors, re-pac.kers, 
advi~ers and users also have a responsibility tov-~rds 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 ~he desirability of regulating 
pe~ticide exports from producing countries. While uc company. should.trade in pesti­
cides without evaluating the risks the fact th~t a product is not registered in an 
eX!>OTting country is not necess1rily a valid reasnn for that country refusing to 
allow exports of the puticidr. For exampte, the particular pest problem requiring 
its use in the importing country may hot exist in the exporting country. 

E;·suring that the importer knovs the nature of its purchases will not, in 
itself, end or even reduce th• risit. from pesticides. Only effective control and 
education iu the country of use will do that and FAD stron1ly favours. the develop­
~~nt of a stron& national. internal framework, legal and tacbnical, for pesticid~ 
control. 

Althou&h an exportin1.couutry could £upply relevant information to the importet 
on the use of a pesticide, for a variety of rez.sons, ~is may be diffir.ult. Most 
ca1es of poi1onin1 are the result of misuse. Education and trainini in the c~untry 
of u1e especially at villa&e level vould be a &\jor contribution to pro1res1 in 
reducing such incidents. 

• 

-1 
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Until a countrj bas the infrastrl.lcture and resources t~ manage the restric­
tion of pesticides usuatly required to control the supply, .the elaboration of an 
internatio~ally agreed Code of Conduct in the Trade and Use of Pesticides could 
offer~ major·contribution to the safe and efficient us~ of pesticides. 

Vbilst a Code of Conduct may not solve the problem, nevertheless, it should 
go some way towards defiuiag and clarifying the positions of the various parties 
involved in trade and ~se of pesticides and should be of value in countries which 
do not·yet have cont~ol procedures. Vbere there is a pesticide regulatory process 
in a country, the need for a Code of Conduct will obviously. he: less than where 
there is no such scheme in operation• 

Becaus~ of its vide interests and responsibilities in the use of pesticides 
in agriculture the Consultati~n considered that FAO is the ~~t suit&ble organiza­
tion to prepare s~ch an international Code. 

·1n developing such a Code the Consultation exrressed the view that the Director­
Geoeral sho~ld consider the responsibilities of all people involved in the safe and 
effective use of pesticides including governments, man~facturers, distributors and 
users and the following topics should be considered, among others for inclusion: 

User inf~rmation including labelling, storage and disposal; Internationalt~ade and 
inforlllation excban&e; Advertising and marketing; Restriction of 2vailability; 
Training md education of users; Packaging. 

-1 



Agenda Item 

General 

5 

6.1 

6.2 

6.2 

6.3 

6.3 

6.3 

6.4 

6.4 

6.5 

6.5 

7 

- iwu -

LIST OF DOCillENTS 

Title 

Inter-agerey Co'lsula tion on Impact 
o.'l Huuan Health and the EnvirOt\Dlent 
of Sm 11 Sea le Formulation of Pesti­
cides for Lxa 1 Use 

A SU11111B. ry of the Main Asp~ ts of the 
Pesticide Registmtion Schemes in 
Member r.ountries of the Regional 

Da:umer..t No. 

Rocm Dex: ument 

Netvork for the Produ: tion. Marketing BP. A (App. III) 
and Control of Pesticides in Asia and 
the Far East. 

Chemica 1 and Physical Properties 

Assessment of Efficacy of Pesticides 

FAO Guidelines on Efficacy Data· 
for the Registration of Pesticides 

Toxicology 

WHO ktivities of Safe Use of 
Pesticides and their Relationship 
to Interm tiona 1 Harmoni:za tion of 

WP 3 (App .V) 

WP 4 (App. VI) 

II' F 

~ 5 (App. VII) 

P es tic ide Registration Requirement-; II' G 

Guiaelines to the Use of the WHO 
Recommended Clasifica tion of 
Pesticides by Hazard 

FAO Guidelines on Crop Residue IBta 

Residues in Agricultural Produ:e 

Prediction of Environmental Effects 

Second Expert Consultation on Envi­
ronmental Criteria for Registration 
of Pesticides (FAO Plant Production 
and Protection Paper No. 28). 

Draft FAO Guidelines and Hodel Scheme 
for the Establishment of National 
Organizations for the Registration 
and Control of Pesticides 

Room Dex: ument 

Room Document 

W 6 (App. VIII) 

WP 7 (App. IX) 

Room Document 

BP C 

• 

r 

• 



Agenda Item 

7 

7 

.. 
7.2 

7.3 

7.3 

8 .1 

8.2 

8.2 

8.3 

8.3 

8.4 

8.4 

9.4 

8.5 
c 

8 .5 

8.6 

- 10.1 -

!ill.! 
Registration Procedures: Guidelines 
and Hodel Scheme for the Establish­
ment of National Organization for 
the Registration and control of 
Pesticides 

CIFAP Viewpoints en Harmonization 
of Pesticide Registration ilequire­
ment~ 

A Phased Registration Scheme 
for P es tic ides 

Specia 1 Problems in Registta tion 
Pro:: edures 

CrFAP Vievs on lntt.rnational Prin­
ciples for Safegmrding Proprietary 
Rights on Registration IB ta of 
Pesticide ktive Ingredients 

Restriction on the Availability 
of Pesticides 

Composition cf P es tic ides and 
Spec if:ic.a tions 

Role anti Use of Pesticide Specifi­
cation 

La belling of P es tic ides 

GuidElines on Good Labelling 
Ptac tice for Pesticides 

Packaging and Stonge of Pesticides 

FAO Guidelines for Packaging and 
Storage of Pesticides 

Report and Guidelines for the 
P&c kaging and Storage of Pesticides 

Disposal of Surplus Pesticides and 
P est:ic. ide Containers 

Guidance on the Disposal of Surplus 
Pesticides and Pesticide Con trainers 

Code of Cond\.C t in the Trade and 
Use of Pest ic ides 

Document No. 

WP 1 (l?P• X) 

lP B 

BP D 

\I> 2 (App. XI) 

lP E 

WP 8 (App. XII) 

WP 9 (App. XIII) 

JI' H 

WP 10 (App. XIV) 

BP I 

~ 11 (App. XV) 

BP J 

BP K 

WP 12 (App. XVI) 

BP L 

WP 13 (App. XVII) 



Agenda Item 

9 

11 

13.2 

- 102 -

Title 

Report of the Second Government 
Consultation ~-n International 
Harmonization of Pesticide Regis­
tration Requirements 

Implementa tiaa ct Na tiona 1 Level: 
Harmonization of P~sticide Regis­
tiation Requirements 

A Pr~osal for the Harmonization of 
Pesticide Registration Requirement 
for the Regional Network for Pro­
du:: tion, Ha rketing and Control of 
Pesticides in Asia and the Far East 
(ER>AF) 

Cross Contamination of Pe!.ticide 
Fomula tions 

V • Background Paper 
\P • Working Pa per 

Document No. 

BP K 

" 
II' 14 

BP N 

lP 0 

• 




	Binder15.pdf
	0002A01
	0002A02
	0002A03
	0002A04
	0002A05
	0002A06
	0002A07
	0002A08
	0002A09
	0002A10
	0002A11
	0002A12
	0002A13
	0002A14
	0002B01
	0002B02
	0002B03
	0002B04
	0002B05
	0002B06
	0002B07
	0002B08
	0002B09
	0002B10
	0002B11
	0002B12
	0002B13
	0002B14
	0002C01
	0002C02
	0002C03
	0002C04
	0002C05
	0002C06
	0002C07
	0002C08
	0002C09
	0002C10
	0002C11
	0002C12
	0002C13
	0002C14
	0002D01
	0002D02
	0002D03
	0002D04
	0002D05
	0002D06
	0002D07
	0002D08
	0002D09
	0002D10
	0002D11
	0002D12
	0002D13
	0002D14
	0002E01
	0002E02
	0002E03
	0002E04
	0002E05
	0002E06
	0002E07
	0002E08
	0002E09
	0002E10
	0002E11
	0002E12
	0002E13
	0002E14
	0002F01
	0002F02
	0002F03
	0002F04
	0002F05
	0002F06
	0002F07
	0002F08
	0002F09
	0002F10
	0002F11
	0002F12
	0002F13
	0002F14
	0002G01
	0002G02
	0002G03
	0002G04
	0002G05
	0002G06
	0002G07
	0002G08
	0002G09
	0002G10
	0002G11
	0002G12
	0002G13
	0002G14

	0001A01
	0001A02
	0001A03
	0001A04
	0001A05
	0001A06
	0001A07
	0001A08
	0001A09
	0001A10
	0001A11
	0001A12
	0001A13

