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The Inter-Organisation Programme for the Sound Management of Chemicals (IOMC) was
established in 1995 following recommendations made by the 1992 UN Conference on
Environment and Development to strengthen cooperation and increase international
coordination in the field of chemical safety. The participating organizations are the Food and
Agriculture Organization of the United Nations (FAO), the International Labour Organization
(ILO), the Organisation for Economic Co-operation and Development (OECD), the United
Nations Environment Programme (UNEP), the United Nations Industrial Development
Organization (UNIDO), the United Nations Institute for Training and Research (UNITAR) and
the World Health Organization (WHO). The World Bank and the United Nations Development
Programme (UNDP) are observers. The purpose of the IOMC is to promote coordination of
the policies and activities pursued by the participating organizations, jointly or separately, to
achieve the sound management of chemicals in relation to human health and the
environment.

This publication was developed in the IOMC context. The contents do not necessarily reflect
the views or stated policies of individual IOMC participating organizations.

© World Health Organization 2010

The designations employed and the presentation of the material in this publication do not imply the
expression of any opinion whatsoever on the part of the World Health Organization concerning the legal
status of any country, territory, city or area or of its authorities, or concerning the delimitation of its
frontiers or boundaries. Dotted lines on maps represent approximate border lines for which there may
not yet be full agreement.

The mention of specific companies or of certain manufacturers’ products does not imply that they are
endorsed or recommended by the World Health Organization in preference to others of a similar nature
that are not mentioned. Errors and omissions excepted, the names of proprietary products are
distinguished by initial capital letters.

All reasonable precautions have been taken by the World Health Organization to verify the information
contained in this publication. However, the published material is being distributed without warranty of
any kind, either expressed or implied. The responsibility for the interpretation and use of the material lies
with the reader. In no event shall the World Health Organization be liable for damages arising from its
use.

WHO/HTM/NTD/WHOPES/2010.7

The designations employed and the presentation of material in this information product do not imply the
expression of any opinion whatsoever on the part of the Food and Agriculture Organization of the United
Nations (FAO) concerning the legal or development status of any country, territory, city or area or of its
authorities, or concerning the delimitation of its frontiers or boundaries. The mention of specific
companies or products of manufacturers, whether or not these have been patented, does not imply that
these have been endorsed or recommended by FAO in preference to others of a similar nature that are
not mentioned.

All rights reserved. Reproduction and dissemination of material in this information product for
educational or other non-commercial purposes are authorized without any prior written permission from
the copyright holders provided the source is fully acknowledged. Reproduction of material in this
information product for resale or other commercial purposes is prohibited without written permission of
the copyright holders.

Applications for such permission should be addressed to:

Chief, Electronic Publishing Policy and Support Branch,
Communication Division,

FAOQO, Viale delle Terme di Caracalla,

00153 Rome, ltaly

or by e-mail to: copyright@fao.org

© FAO 2010




Table of Contents

ABBREVIATIONS ..ottt st e e st e e st e e e st e e s ateesab e e sate e sab e e anbeesnbeeanreesnbeesnreesrnas 5
DEFINITIONS ..ottt ettt ettt et e et e e st e e ebe e e s be e e be e e sbeeebeeesbeeeabeeesbbeebeeesbbeesaeessbaeenbeneats 6
1. INTRODUCGTION ..ottt ettt et s e e st e e s aae e s bb e e sbee e sbb e e sbeeesbbeeabaeestbeenseeesteeensneeses 8
2. PESTICIDE REGISTRATION .....oiiiiiiiiie ittt tee et e s tae et e nae e ta e ebee s staeennaeesteeennnee e 9
2.1 SCOPE OF THE GUIDELINES......cciittteeiittteeiiuteeesiteeesatteeesassseessssseasassesssassesessssesesasteseesasssesssssenanas 9
2.2 OBJIECTIVE OF REGISTRATION ......utttteiittreesattreesiteeeesstteeessssreessseesessssesesassssessnsssssssssesesasseseesnsenes 10
2.3 RESPONSIBILITIES ..uvteiteeitteesreestteesreestteesseesssesssseessseessseessseessssssssessseesssesssseesssessssesssneesnsesssnes 10
3. PRINCIPLES OF PESTICIDE REGISTRATION ....cviiiitieiiie ettt 13
4, OUTLINE OF THE PESTICIDE REGISTRATION PROCESS .........ccoieviieiee e 15
4.1 REGISTRATION PROCESS ....uvtiiuveeitteeiteessreeseeessteessseessseessesssseessseessseessseesssssssssssnsensesssssessenees 16
411 Preparation and submission of the dossier by the applicant............c.ccooviveveieicicienn, 16
412 Initial administrative actions by the responsible authority............ccoovonniininine 16
413 COMPIELENESS CNECK ...ttt 16
4.15 Preparation of summaries and CONCIUSIONS............ccooeiiriiiiieiene e e 17
4.1.6 Risk management and registration deCiSiON ............ccocvereiirereie e 17
4.1.7 Publication and dissemination of registration decisSion..............c.ccecevveiviiveveiesiese s, 18
4.1.8 LaABEI BXEENSION ....viivveiiic ittt ettt ettt sbe e s be e be et e et e ebeesbaesbeebeeneeas 18

4.2 POST-REGISTRATION PROCESS AND ACTIVITIES...cceiititiiiitreeeiitreeeeeteeeesetreeeserbeeessseeesssneeessnreeeens 18
421 ATCRIVING ¢ttt bbbt bbb 18
4.2.2 Post-registration monitoring and evaluation..............ccccooereiiieniiie i 19
4.2.3 Re-registration and unscheduled FeVIBWS............civiieirene e 19
4.2.4 Administrative arrangements for MinOr ChANQES.........ccccvevverieieienese e 20
4.25 Administrative arrangements for major Changes.........ccccevverereienesiese s 20
4.2.6 APPEAIS PrOCEUUIE ......ecvieee ettt ettt e e e st te st s tesreaneeneenaenaenrens 20
4.2.8 Notification to the Rotterdam CONVENTION .........ceciiiiieiiiiieeire ettt 20

4.3 EXPERIMENTAL PERMITS ... utiiieiittieeeettteeeittee e s ettt eeesateeeessateesaatbeeeaasseesesnssesesasbeeeaanteseessseeesassenaans 21
4.4 FAST-TRACK REGISTRATION PROCEDURE AND PESTICIDES FOR EMERGENCY USE ......cccvvvveeriivenennn 21
44.1 Fast-track registration procedure for low/reduced risk products ............cccceevevververnene. 21
4.4.2 Procedures for use of pesticides in emergency Situations .........ccccceevvvvieiivevierenereseennns 21

4.5  CANCELLATION OF REGISTRATION. ...ceeiiittiteeiitteeeiiureeesitreeesateeeesassesesssbeeesateesesassesesssrenessnseesesanes 22
5. DATA REQUIREMENTS AND THE REGISTRATION DOSSIER........ccccooiviiii e, 22
LT R 7 N0 10 7YX i 1270 23
5.2 GENERAL OUTLINE OF DATA REQUIREMENTS . ....uutiiteesiriesteesireesueessreesseeessneesnseessnessssesssnessnsesssnes 23
5.3  TIERED APPROACH TO DATA REQUIREMENTS ..utviiiiiiiiiiitriiieeessiistissiessessssssbssesssesssssssssssssessssssnnnes 24
5.4  COUNTRY-SPECIFIC DATA REQUIREMENTS ...uvviiiiureieeirteeeestreeessreeessisressssssessssssesesssssessssssessssnsens 24
5.5 DATA PROTECTION AND CONFIDENTIALITY 1oeeeiittieeiereeeeiitreeeeetteeeeeiteeeesrneeesesbeeessnseesessneeesssreneens 24
6. EVALUATION OF THE REGISTRATION DOSSIER (DATA REVIEW)......cccooiiiiiniiieien 25
6.1  ASSESSMENT OF THE SUBMITTED REGISTRATION DOSSIER ....cccivveieiiiiieeeiinreesinreeesssnneesssnsessnnnnns 25
6.2 REQUEST AND ASSESSMENT OF ADDITIONAL DATA ...veiiuvieiieesireesueesiveesseesineessseessneesssesssnsessnnees 26
6.3 USE OF EXISTING EVALUATIONS OF THE SAME ACTIVE INGREDIENT AND/OR PRODUCT .........ccuee.us 26
7. DECISTION MAKING ...ttt ettt ettt e st e st e e sbe e e st e e ebee e staeeabeeesteeesbeeesbneenseeeses 27
7.1 RISK—BENEFIT ANALYSIS .. uttieeiittieeeetieeeiteeeesetteeeeeteeeesbteeesetbeeesasbeesesbaeeesesbeeesasbeesessseeesasreneans 27
7.2 EFFICACY ASSESSMENT .....uutiieeiitiieeeetteeeesteeee e ettt eeeaateeeesbeeeeaabbeeeaaateseesbseeesssbeeesasteeeessseeesasreaaans 27
7.3 QUALITY ASSESSMENT .uttettiesuttesertessreessrtessseessstsssaeessseessseesssessssessssesssseesssesssessssessssesssneesssesssnes 27
T4 RESIDUE ASSESSMENT ..uvteittieiteeisreesseestteesseesssessseessseesssnessseesssssssseessseessseessseessseesssessseesnsesssnes 28



7.5 HEALTH AND ENVIRONMENTAL HAZARD ASSESSMENT ..vvvviiiieeeiiiittiiriiessesiissrereessessssssesesssesssasnnnes 28

7.6 HEALTH AND ENVIRONMENTAL RISK ASSESSMENT .....cuuvviiiieeiiiiiitinreeeeessiisrisseessessssssssssssesssassnnnes 28
7.7 PESTICIDE CLASSIFICATION ..uvitiiiuteieeitieeeieteeesesseeesssbesesessesssssbesssssssesssassessssssesesssssesssassesssssenes 29
7.8 RESISTANCE MANAGEMENT ...etiitiitttttiieeesssetbtteeesesssesatbtetsesssesabbbasssassssssbbeaeeasesssasbbeseessesssassneres 29
7.9 PESTICIDE LABELLING ...uttvviiieeiiiiitttttieeeeessebbbbe e e s e s s seabtbaessasssssabbbabesasssssabbbbbaeesesssasbbbbaeesesssasnrnns 29
B O o =Sy To] [ 0] = =7 Y02 Y] | N 30
8. SPECIFIC ISSUES ...ttt ettt ettt sttt e e ettt e e s ea et e s sttt e s st be s e sabteeessabeeessrbeeesnes 30
8.1 PESTICIDE MIXTURES ....uttiiiiiieiisiittttties s e s s sebbtte e s s e s s sebbtbae s s e s s sssabbbabssasssssaabbbbaeesesssasbbbbaeesesssassbrbns 30
8.2 O RMULANT S 1. tttttt it ettt e ettt e e e et s b e e et e e s s e bbb b e et e e e e s e s bbb abeeeseessaabbbbeeeeesssaabbbbaesseessaarrres 30
8.3  EQUIVALENCE DETERMINATION .....uttitteitttesteestteesteessreessseessseessneessseesssnessseessseesssesssesssnessnsesssnes 30
8.4 IIINOR USE ... ttttiiiie i i ittt e e ettt e e e e s s bbbttt e e e e s s e bbb b e e s e e s s e ab b bbb e s e s e s s sabbbbbaeeeesssabbbbbaeesesssasbrbes 31
8.5 LISTS OF BANNED OR SEVERELY RESTRICTED PESTICIDES.......cciitttvriieeeeiiiirirrieeeessssissssessessssssnnnns 31
8.6 MICROBIAL PEST CONTROL AGENTS, SEMIOCHEMICALS, INSECT GROWTH REGULATORS,
PHEROMONES AND PLANT EXTRACTS (BOTANICALS) ..uviveveitestesteareesetessessessesseasesssessessessessesssssesssssseseens 31
8.7  COMPARATIVE RISK ASSESSMENT (CRA) .....ciiitiiiiiitiriiiisit ittt 32
8.8 SUBSTITUTION PRINCIPLE 1uuvtviiiiiiiiiitttiiieieesieisstbetssesssesssbbssssessssssbbasssssessssssassssssesssesssssssssesssnins 32
9. INSTITUTIONALIZATION AND ADMINISTRATIVE ORGANIZATION......ccovveiiviieeeiiiee e 32
LS TR I =TT 117 1 ) 32
9.2  TYPES OF PESTICIDE REGISTRATION BODIES ...vvviiiiiiiiiiiriiieeeesiiiisiieseessssssbssesssessssssssssssssssssssssnes 33
9.21 National registration SCNEMES ..........ccoiiiiiriie e 33
9.2.2 Regional cooperation and registration SChEMES...........ccuiiieiiieie e 33
9.3  STRUCTURE OF THE PESTICIDE BOARD AND THE RESPONSIBLE AUTHORITY ...ccccvveeeiivreeeeeveeee v 34
9.4 INFRASTRUCTURE AND EQUIPMENT ...uviiuttieiteeeitreesteeestreesseesstseessseessseessseesssesssseesssessssesssnessnnessnnes 35
10. COORDINATION AND COLLABORATION ......cutii ittt ettt e st 35
10.1 INATIONAL LEVEL 11ttt iutteeesetteeeeettee e s eateeessettesssesaeesssabesssassaessssaasesssbesesassessesnsanessassesssassessesnenas 35
10 0 O R 0 V=T ¢ 1111 | £ 35
10.1.2  Academia and research iNSHIULIONS..........ocvieiiiiiii ittt et et e e s e e s e e s s erbeeesanes 36
10.1.3  Regulated COMMUNILY........coviiriiiitirieisees bbb e 36
10.1.4  CIVII SOCIBLY ..eceeeeeeie sttt bbbttt ee e bbb beebe e e e e e 36
10.2 REGIONAL AND/OR INTERNATIONAL LEVELS....veeiitiiiitieitisiteesstesssteesstesssressssesssrassssasssrassssasases 36
11.  THE PESTICIDE REGISTER ...ttt sttt e et e e e e s bbe e e entae e s sareeas 37
12. PHASED DEVELOPMENT OF A PESTICIDE REGISTRATION SCHEME..........cccccceecvvrernneen. 38
13. FUNDING OF PESTICIDE REGISTRATION ... ..ottt ettt 39
L L N[0 = T 41



Abbreviations

CBI
CILSS

CRA
EU
FAO
GHS
IPM
IVM
JMPR
NAFTA
OECD
PRD
SAICM
UN
WHO
WHOPES

Confidential Business Information

Comité Permanent Inter Etats de Lutte contre la Sécheresse au Sahel
(Permanent Interstate Committee for Drought Control in the Sahel)

Comparative Risk Assessment

European Union

Food and Agriculture Organization of the United Nations
Globally Harmonized System of Classification and Labelling of Chemicals
Integrated Pest Management

Integrated Vector Management

Joint Meeting on Pesticide Residues

North American Free Trade Agreement

Organization for Economic Co-Operation and Development
Proprietary Rights Data

Strategic Approach to International Chemicals Management
United Nations

World Health Organization

World Health Organization Pesticide Evaluation Scheme



Definitions

Active ingredient means the biologically active part of the pesticide.

Applicant means the party (producer, importer or their representative) that makes an
application for registration of a pesticide to the Responsible Authority.

Banned pesticide means a pesticide for which all uses have been prohibited by final
regulatory action, in order to protect human health or the environment. The term includes a
pesticide that has been refused approval for first-time use, or has been withdrawn by industry
either from the domestic market or from further consideration in the domestic approval
process, and where there is clear evidence that such action has been taken in order to protect
human health or the environment.

Equivalence means the determination of the similarity of the impurity and toxicological
profile, as well as of the physical and chemical properties, presented by supposedly similar
technical material originating from different manufacturers, in order to assess whether they
present similar levels of risk.

Formulated pesticide product means any formulation containing one or more active
ingredients.

Formulation means the combination of various ingredients designed to render the product
useful and effective for the purpose claimed; the form of the pesticide as purchased by users.

Hazard means the inherent property of a substance, agent or situation having the potential to
cause undesirable consequences (e.g. properties that can cause adverse effects or damage to
human and animal health, the environment or property).

Minor uses are those uses of plant protection products in which either the crop is considered
to be of low economic importance at national level (minor crop), or the pest is not important
on a major crop (minor pest).

Pesticide! means any substance, or mixture of substances, or micro-organisms including
viruses, intended for repelling, destroying or controlling any pest, including vectors of human
or animal disease, nuisance pests, unwanted species of plants or animals causing harm during
or otherwise interfering with the production, processing, storage, transport, or marketing of
food, agricultural commodities, wood and wood products or animal feeding stuffs, or which
may be administered to animals for the control of insects, arachnids or other pests in or on
their bodies. The term includes substances intended for use as insect or plant growth
regulators; defoliants; desiccants; agents for setting, thinning or preventing the premature fall
of fruit; and substances applied to crops either before or after harvest to protect the
commodity from deterioration during storage and transport. The term also includes pesticide
synergists and safeners, where they are integral to the satisfactory performance of the
pesticide.

Pesticide Board (sometimes referred to as Pesticide Registration Board, Pesticide Council or
Pesticide Committee) is the officially or legally appointed body that takes the final decision
on the request for registration.

! For the purpose of this guideline, the definition of pesticide provided in the Manual on development and use of
FAO and WHO specifications for pesticides [11] is used, rather than the definition in the Code of Conduct, as the
former better reflects all the different types of pesticides that a registration procedure should comprise.



Pesticide industry means all those organizations and individuals engaged in manufacturing,
formulating or marketing pesticides and pesticide products.

Pesticide registration means the process whereby the responsible national government or
regional authority approves the sale and use of a pesticide following the evaluation of
comprehensive scientific data demonstrating that the product is effective for its intended
purposes and does not pose an unacceptable risk to human or animal health or the
environment.

Product (or pesticide product) means the pesticide active ingredient(s) and other components,
in the form in which it is packaged and sold.

Registration dossier means the set of data that is submitted by applicants, in a structured
manner, in support of their application for registration.

Responsible Authority means the government agency or agencies responsible for regulating
the manufacture, distribution or use of pesticides and, more generally, for implementing
pesticide legislation.

Risk is a function of the probability of an adverse health or environmental effect, and the
severity of that effect, following exposure to a pesticide.

Severely restricted pesticide means a pesticide for which virtually all use has been
prohibited by final regulatory action in order to protect human health or the environment, but
for which certain specific uses remain allowed. It includes a pesticide that has, for virtually all
use, been refused for approval or been withdrawn by industry either from the domestic market
or from further consideration in the domestic approval process, and where there is clear
evidence that such action has been taken in order to protect human health or the environment.



1. Introduction

Registration of pesticides is the process whereby the responsible national government or
regional authority approves the sale and use of a pesticide following the evaluation of
comprehensive scientific data demonstrating that the product is effective for its intended
purposes and does not pose an unacceptable risk to human or animal health or to the
environment.

Registration is an important step in management of pesticides as it enables authorities
primarily to determine which products are permitted to be used and for what purposes, and
also to exercise control over quality, use levels, claims, labelling, packaging and advertising
of pesticides, thus ensuring that the interests of end-users as well as the environment are well
protected.

It is emphasized that registration also involves regular or unscheduled review of already
registered pesticides to determine whether they still meet the requirements, for instance after
relevant new information has become available or when criteria are being adjusted.
Registration criteria should take full account of local circumstances and needs, social and
economic conditions, levels of literacy, climatic conditions and availability of appropriate and
affordable pesticide application and protective equipment.

Governments should introduce the necessary legislation for the regulation of pesticides. This
should include the establishment of a registration procedure and the principle that the sale and
use of pesticides that have not been registered are prohibited. Furthermore, governments
should make provision for effective monitoring and enforcement of pesticide regulations,
including the establishment of licensing and inspection schemes for importers and retailers.

The International Code of Conduct on the Distribution and Use of Pesticides [1]? (further
referred to as the Code of Conduct) describes the shared responsibility of many segments of
society, including governments, industry, trade and international institutions. The Code of
Conduct, originally adopted in 1985 by the Food and Agriculture Organization of the United
Nations (FAO) Conference and revised in 2002, promotes sound pesticide management
practices that minimize potential risks to human health and the environment. The revised
Code of Conduct includes the life-cycle approach to pesticide management and calls upon all
private and public entities to support its implementation. The Code of Conduct provides a
framework for management of all pesticides, including those intended for use in agriculture
and public health.
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