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1 Active substance is the chemical that has the pesticide properties, i.e. it could be an herbicidal active substance 

that kills weeds, it could be an insecticidal active substance that kills insect pests or a fungicidal active substance 

that reduces fungal damage. 

 

ADI

ARfD 

a.s.1

C&L
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EU 

Explanation 

Acceptable Daily Intake 

Acceptable Operator Exposure Level

Acute Reference Dose 
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Acronym Explanation 

FAO Food and Agriculture Organisation of the United Nations 

GHS United nations’ Globally Harmonised System 

MRL Maximum residue level 

MS EU Member State 

Pesticides In this document = plant protection products 

PPE Personal protective equipment 

PPP Plant protection product2
 

RMS Rapporteur Member State 

RPE Respiratory protective equipment 

 

 

 
 
 

 

1 Introduction 
 

1.1 International Code of Conduct on Pesticide Management 
The International Code of Conduct on Pesticide Management provides a framework for 

pesticide management for all public and private entities engaged in, or associated with, 

production, regulation and management of pesticides. 

The latest revision of the Code of Conduct on Pesticide Management was adopted by the Food 

and Agriculture Organisation of the United Nations (FAO) in June 2013 and endorsed by the 

World Health Organization (WHO) in January 2014. The Code provides standards of conduct 

and serves as a point of reference in relation to sound pesticide life cycle management 

practices, in particular for government authorities and the pesticide industry. The Code of 

Conduct is supported by technical guidelines that are developed by a FAO/WHO Joint Meeting 

on Pesticide Management (JMPM). 
 

Regarding the regulatory control of pesticides, the Code of Conduct states: 
 
 
 

 

2 Plant protection product is the actual product as placed on the market, containing the active substance(s) together 
with formulation chemicals (such as solvents and emulsifiers). 

Legislation no. 

1107/2009/EC 

1272/2008/EC 

 
91/414/EEC 

67/548/EEC 

1999/45/EC 

Name 

Regulation concerning the placing of plant protection products on the market 

Regulation on classification, labelling and packaging of substances and mixtures
(CLP) 

Plant protection products directive

Substances directive 

Preparations directive 
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Furthermore, is noted that authorities should, if possible, make use of already existing 

information. The Code of Conduct states: 

 

 
 
 

Risk assessment is a complex process that requires significant human and financial resources. 

Advanced risk assessment procedures are in place in most developed countries. The European 

Union established a common registration scheme, which enables extensive and thorough risk 

assessment by sharing the burden among all Member States. As a result, the EU has one of the 

most comprehensive risk assessment procedures for pesticides, which makes it, together with 

the US, a very valuable source of information for other countries with limited resources. 

 
 

1.2 Aim 
 

The aim of this guidance document is to provide an overview of the procedures for evaluation 

and decision making for active substances in pesticides at EU-level. Furthermore, the guidance 

describes which registration data can be found in different information sources at EU-level and 

how this data can be accessed. The guidance has been compiled for evaluators and decision 

makers in pesticide registration processes to enable them to make use of the vast information 

available from the EU. 

 

6.1 Governments should: 

6.1.4 establish pesticide registration schemes and infrastructures under which each 

pesticide product is registered before it can be made available for use; 

6.1.5 conduct risk evaluations and make risk management decisions based on all 

relevant available data and information, as part of the pesticide registration 

process; 

 

9.1 Governments should: 

9.1.1 promote the establishment or strengthening of networks for information 

exchange on pesticides and IPM/IVM through national institutions, international, 

regional and sub-regional organizations and public interest groups; 

9.1.2 facilitate the exchange of information between regulatory and implementing 

authorities to strengthen cooperation. 

 
9.2 In addition, Governments are encouraged to develop: 

9.2.1 legislation that permits and regulations to permit information exchange to the 

public about pesticide risks and benefits as well as to facilitate the participation of 

the public in the management of pesticides in the country. 
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It should, however, be emphasized that each country should assess such information against 

the specific agronomic, social and environmental conditions of their country. This document 

does not intend to provide guidance on national decision making in pesticide registration 

processes. 

In order to further illustrate what type of information can be found in the EU documentation, 

examples for some selected substances (tribenuron, oxamyl, atrazine, and fipronil) are 

provided in Annex 1. 
 

1.3 Scope and limitations 
This guidance covers EU information for active substances of plant protection products, 

hereafter referred to as pesticides. The process for establishment of EU harmonised maximum 

residue limits (MRL) is not described. Neither does the document contain details on how to 

conduct risk assessments for human health (operators, bystanders and consumers) or the 

environment. Information related to other products and uses (e.g. biocides, household 

products) and information from regions outside the EU is not included. 

Kommenterad [JS1]: I GD för biocider är det en fotnot 
som säger att det finns ett liknande dokument som handlar 
om PPP, förslagsvis ska det läggas till en fotnot här där ni 
hänvisar till vägledningsdokumentet om biocider.  
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2 EU-procedures - Active substances 
 

2.1 History 
Since early 1990’s, active substances in pesticides are evaluated at EU level according to 

harmonised data requirements, criteria and guidance documents. The current evaluation 

process and criteria can be found in Regulation (EC) No 1107/2009 concerning the placing of 

plant protection products on the market. This regulation from 2009 replaces the previous Plant 

Protection Products Directive (91/414/EEC) from 1991. 

A decision on approval or non-approval of active substances is taken at EU level, and becomes 

binding for all Member States. The registration of formulated products is done at Member- 

State level and can thus vary from country to country, as long as it is in compliance with the 

decision regarding the active substance taken at EU level. The decision making is a blend of 

scientific facts, interpretations, and criteria for what is agreed as “acceptable risk” at the time 

of decision. 

Following the adoption of the Plant Protection Products Directive (91/414/EEC), there has 

been a review of all active substances in pesticides on the EU market.  This has resulted in a 

large reduction of the number of approved active substances within EU. Around 70% of the 

original 900 active substances has been withdrawn from use, either due to high risks, lack of 

support by industry or an incomplete dossier. 
 

2.2 Evaluation procedure for active substances 
The evaluation procedure is initiated by an application from a company or group of companies 

(i.e. applicant) who wishes to place an active substance on the EU market. The application 

involves submission of a dossier with all the required data regarding the active substance, data 

for a representative formulation and its intended uses (e.g. concentrations, crops, pests, dose 

levels, etc.), which then will be the focus of the risk assessment. The application is submitted 

to a Rapporteur Member State (RMS). 

In the evaluation process, the hazard profile of the active substance is assessed. A risk 

assessment, based on the intended use of the pesticide, is performed with respect to human 

health (consumers, operators/farmers, and bystanders) and the environment (e.g. 

groundwater and non-target organisms, such as birds, mammals, and bees). A large number of 

guidance documents on different areas (dermal absorption, risk assessment for birds and 

mammals, aquatic ecotoxicology, etc.) are applied. 

Active substances are approved for a maximum of 10 years. After that period, a review will 

have to be performed and a new decision as to whether to renew the approval of the active 

substance or not will be made. Renewals are normally valid for 15 years. 



Swedish Chemicals Agency Ver. 05 

2017-10-02 

9 (46) 

 

 

 
 

2.3 Institutions involved in the risk assessment 
 

2.3.1 Evaluation by Rapporteur Member State, RMS 

For each application, a Rapporteur Member State (RMS) is assigned which evaluates the 

applicant’s dossier and prepares a Draft Assessment Report (DAR) containing a summary of 

evaluated studies and a risk assessment for a representative pesticide product containing the 

active substance with one or more intended uses. 

When the evaluation has been finalized, the RMS submits the DAR to the European 

Commission (COM) and the European Food Safety Authority (EFSA) for review and decision 

making. 
 

2.3.2 Review by EFSA and Member States 

EFSA is responsible for peer review of the DAR that has been prepared by the RMS. EFSA 

organises consultation meetings with experts from Member States (MS) before delivering the 

outcome in an EFSA conclusion report, containing the conclusion of the validated RMS 

evaluation. The validation process and its conclusions are based on current guidance 

documents and agreed criteria for risk assessment. 
 

2.4 Classification, labelling, and packaging 
 

Regulation (EC) No 1272/2008 is the regulation for classification, labelling, and packaging of 

substances and mixtures in the EU, and is referred to as the CLP Regulation. The criteria for 

classification and labelling of active substances are based on the United Nations' Globally 

Harmonised System (GHS). 

The classification is harmonised and made obligatory at EU level for all active substances in 

pesticides to ensure an adequate risk management throughout the European Community. 

Active substances used in pesticides are therefore subject both to evaluation under the 

pesticides regulation and to harmonised classification and labelling under the CLP Regulation. 

The classification for the active substance noted in the EFSA conclusion is a proposal under the 

Regulation (EC) No 1107/2009 concerning the placing of plant protection products on the 

market. Thereafter, a “harmonised classification” under the CLP Regulation is agreed, adopted 

and posted on the ECHA web site. 

Before the CLP regulation entered into force in 2009, classification and labelling of substances 

was already harmonised at EU level (in accordance with EU substance (67/548/EEC) and 

preparations (1999/45/EC) directives). The system was similar to GHS but used slightly 

different criteria. Annex VII of the CLP regulation includes a translation table for classification 

under Directive 67/548/EEC to classification under the CLP regulation. 
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2.5 Maximum residue level 
A maximum residue level (MRL) is the highest level of a pesticide residue that is legally allowed 

in or on food or feed. The amounts of pesticide residues in food must be below established 

limits deemed safe for consumers, and must be as low as possible. EU Regulations harmonise 

pesticide maximum residue levels, taking into account the safety of all consumers, including 

vulnerable groups such as babies, children, women in childbearing age, and vegetarians. The 

residue levels of pesticides in treated products are critical for assessing risk to consumers. The 

EFSA assesses the safety for consumers based on the risk assessment of the pesticide, the 

maximum residue levels expected on food and the different diets of Europeans. A default MRL 

of 0.01 mg/kg body weight applies where an assessment is not available. 

The MRLs for authorised active substances and relevant crops can be found in the pesticide 

database on the Commission website. 

2.6 Decision making 
Based on the EFSA conclusion report, the European Commission drafts a proposal for decision 

on the active substance. The draft decision will either propose to approve the active substance 

(with possible restrictions) or not approve the active substance (with possible phase out 

periods for products already on the EU market). 

A Standing Committee, in which all EU Member States are represented, then votes on the 

proposed decision. Political positions and the need for the active substance in the different 

Member States may affect the outcome of the voting. The outcome is then formalised by the 

Commission in a Directive for approval of the active substance or a decision for non-approval. 

Active substances are approved for a maximum of 10 years. 
 

2.6.1 Approval 

The condition for approval of an active substance is that the risk assessment has shown that a 

representative pesticide product containing the active substance (with one or several intended 

uses) has “acceptable risks” to human health and the environment in at least one Member 

State. The approval may include extensive risk mitigation measures. Areas that require 

extensive risk mitigation measures are indicated in the EFSA conclusion report and in the 

Commission review report. 

In certain cases where the data is not complete, it might still be possible to conditionally 

approve an active substance without a full risk assessment. If it is anticipated that availability 

of the missing data would not alter the acceptable risk-status, the active substance could be 

approved with the condition that the missing information is being provided within a specified 

period of time. In these cases, the company applying for approval of the active substance must 

complete the dossier with “confirmatory data”, i.e. the studies required for a complete risk 

assessment to be performed, within a certain amount of time. Such requirements are listed 

under “Specific provisions” in the Directive for approval and also referred to in the Review 

report and in the EFSA conclusion report. 
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2.6.2 Non-approval 

Active substances will not be approved if the risk assessment shows that the representative 

product cannot be used with “acceptable risks” to human health and the environment. 

Another ground for non-approval is withdrawal of the substance from the review process by 

the applicant. This may happen due to knowledge of “unacceptable risks” or large data gaps. 

For most of the substances that have been withdrawn there are no detailed reports available, 

only a Commission decision. 

Non-approval does not imply that the substance is permanently prohibited for use in 

pesticides in EU. There is, in most cases, a possibility to apply for re-approval of an active 

substance and submit new data etc. However, for substances with high risks this rarely 

happens. 
 

2.6.3 Approval procedure 
 

 
 

Figure 1. General procedure for review of an active substance in the EU, and authorisation for a product at the 

national level. These procedures are repeated regularly in order to take new scientific information into account. 
The relevant documents are indicated in each step. 
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Table 1: Description of the scope, content and owner of the information generated during the EU review process 

for active substances in pesticides. 
 

Document Owner Content/scope 

DAR RMS An evaluation, not peer-reviewed, presented as: 
1) A hazard assessment of the active substance, areas evaluated : 

- Identity and physical/chemical properties 

- Classification and proposed labelling 
- Fate and behaviour in the environment 
- Ecotoxicology 

- Mammalian toxicology 
- Residues and analytical methods 

2) A risk assessment for one product with one or more intended uses. 

EFSA 
conclusion 

report 

EFSA Conclusion on the peer review of the active substance, the representative 

product and its intended use(s) and the “List of end points” which should 

be used when carrying out risk assessments for products at Member State 

level. 

Review report COM A summary of the evaluation process as background to the 

Decision/Directive. 

Contains a.o. 

 Data submitter 

 Reference values (human health) 

 List of studies to be generated 

 List of supported uses 
For active substances without an EFSA conclusion3 the Review report also 

includes the “List of Endpoints”. 

Directive 
/Implementing 

Regulation 

COM Legal document for approved active substances. Contains e.g. required 

purity 

 Specific provisions 

 Confirmatory data 

Decision COM Legal document for non-approved active substances. 
Containing details about withdrawal, and periods of grace, of products 

from the EU-market. 

 
 
 

3 Registration of pesticide products at the national level 
 

The Member States can only authorise pesticide products containing active substances that are 

approved at EU-level. Each Member States should conduct a risk assessment for the proposed 

uses of the concerned product. These uses can be extended to other uses than those assessed 

at EU-level, unless a restriction is decided at EU-level. 
 

3.1 Risk assessment and decision making 
The risk assessment of pesticide products is also harmonised at EU-level with regard to data 

requirements, criteria and guidance documents. Decision-making is however done at national 

 
 

 
 

3 The review of existing substances was organized as a 4 phase program. No EFSA conclusion reports are available 

for substances in the first phase started in 1995. The first EFSA conclusion reports come after 2007.
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level, with the possibility to take certain national conditions into account (such as climatic and 

agricultural conditions, soil types, etc.). 

When performing the risk assessment, all Member States should use agreed values for 

different endpoints and reference values that are stated in the “list of endpoints”. 
 

E.g.:  
 AOEL 

 ADI 

 Dermal absorption 

 Rate of degradation in soil, water etc. 

 Toxicity to aquatic organisms 
 

The authorisations of pesticide products are limited to a maximum 10 or 15 (low risk products) 

years, and the decision may include possible restrictions on the usage of the products. 
 

3.2 Data protection 
The EU regulation provides a possibility for Member States to grant a so called ‘data 

protection’ status to the applicant. This means that the proprietary right of data is recognized, 

to prevent that specific data, submitted by the applicant concerned, can also be used by other 

applicants. Data protection is usually granted for a period of 10 years. 
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4 How to search and find information 
 

Table 2. A summary guide to where specific information can be found. The overview table in the EU pesticide 

database is in general the most straightforward source, see below. Explanations and comments are included for 
some data. A tick means that the information can be found in the document/source/table. 
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Approval Date √ √     
Approval, expiration Date √ √     
Category Herbicide, insecticide etc. √ √ √ √ √  
Classification Classification of a substance can have different 

status. 
1. Proposal by RMS 

2. EU agreed classification 

 

 

√ 

    

 

√ 

 
 
 

√ 
Data gaps and 

confirmatory data 
Data needed to perform a complete risk 

assessment. 
  √ √ √  

Data submitter The company/group of companies that 
submitted the data in the dossier (applicant) 

   √   

Intended uses Uses evaluated by RMS and peer reviewed by 

EFSA. 
Comment: Might cover uses that present 
“unacceptable” risk in the risk assessment. 

    √  

List of Endpoints List of agreed values for different endpoints. 
Contains e.g. reference values for the risk 

assessment. 

    √  

MRLs Maximum Residue Levels on agricultural 
products allowed in the EU 

√  √    

Purity Minimum purity of active substance in the 

studies of the dossier. 
Comment: Active substances with a lower purity 

and/or another impurity profile might have 

other properties. 

  √ √ √  

RMS The MS that performed the evaluation of the 

substance 
√ √ √ √ √  

Restrictions Certain issues that have to be taken into 

account when authorising products containing 

the active substance. Listed under “specific 

provisions” 

  √    

Status in EU Approved or not approved √ √ √ √   
Supported uses Uses for which the risk is considered 

“acceptable”. 
   √   
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4.1 EU Pesticides database at DG-SANCO 
The EU Pesticides database provides a structured overview of information on all active 

substances that have been reviewed. The information can be downloaded as a table in Excel 

format. So can the formal documents for individual active substances, i.e. the review report 

and the Commission decision. In addition, there are links to the classification information at 

the ECHA C&L website, and to the conclusion report at the EFSA website. 

The overview table provides a useful quick overview of which substances have been approved 

and which not. 

Start by entering the following website: https://ec.europa.eu/food/plant/pesticides_en  

4.1.1 Data on active substances 
 Click ‘EU Pesticides database’ button (see below) 

 

 
 

 Click ‘ Search active substance’ button (see below) 

https://ec.europa.eu/food/plant/pesticides_en
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4.1.2 Overview table 

Provides summary information for all substances that have been reviewed 

 Under ‘Advanced Search’, select your criteria (see below). Depending on 

need/preferences, specify ‘status, category, etc.’, otherwise no alteration is 

needed. 
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 Click on ‘Export to Excel’ button (see below) 

 
 
Result – an excel-file: 

 
 

If there is a need to sort and filter the information (by dates, stages, status etc.), the file is in 

XLS- Excel format, and after activating the file you can sort or filter it: 

 Start with ‘Save as’ and choose an Excel-file (.XLS) format, then ‘save’ 

 Go to ‘Examine’ and remove the ´Protection of file´ 

 Mark row no. 2 in the worksheet 

 Go to ´Start’ and add the filter-function under ’Sort & Filter’ 

 Save 
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4.1.3 Information for one specific active substance 

 Type the name of the active substance in the field on the top to the right (see 

below).  

 In front of the name of the active substance is a “+”symbol (see below) 

 Click the “+” symbol to see the details on the active substance 

 
 

 
 

 
 
The following page is shown when the “+” symbol is clicked: 
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On this page one can see the approval status at EU level and the list of countries that have 

provided authorizations for products containing this active substance. It also contains key 

toxicological data and links to EFSA Review Report (with all the review details) and the current 

legislation (with the formal registration decision). 

 

 
 

a) To see the Review Report click on the PDF symbol in the red circle above. This opens the Review 
Report which looks like this (see below): 

 
 

This report follows a standard format (see below for a short summary) and has many fixed 

clauses. The specific details are presented in the Annexes at the end. Here, one can find the 

supported uses for which the substance has been evaluated, and for which the risk was found 

“acceptable”, but also other specific information such as pre-harvest interval (PHI value), etc. 
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b) To see the current legislation, with the formal registration decision, click on the links after 

“Legislation” (see below) 

 

 

c) The links lead to a page where you choose your language and click on preferred format 

(HTML, PDF, Official Journal) (see below)  
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When you choose a document, it opens on your computer, and looks like this: 
 

 
 

4.1.4 Maximum residue level, MRL 

To find the MRLs that have been established for a specific active substance, go to the start 

screen of the EU Pesticides database. 

 Click on ‘Search pesticides residues’ button (see below) 
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1. Type the name of the active substance in the search field (see below). Mark a checkmark in 
the box in front of the substance you want to see 

2. Mark possible crops under “Select products” 

3. Select if you want to see current MRLs or MRLs evolution 

4. Click on ‘Display’ 
 

 
 

You will then get a table of maximum residue levels (MRL) in different crops. The table can 

be downloaded and exported as an Excel file (click on Export to Excel button, see below).
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4.2 European Food Safety Authority, EFSA 
At the EFSA website one can find the EFSA Conclusions. These include comprehensive 

information on substance properties, calculations of exposure, and the risk assessment. 

Start by entering the following website: http://www.efsa.europa.eu/ 
 

 Click on ‘Publications’ (see below) 
 

 
 

  Click on ‘Scientific outputs at a glance’ (see below) 

http://www.efsa.europa.eu/
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 Type the name of the pesticide in the search box (see red circle below) and click enter 
on your keyboard.  
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 Click on ‘Type’ and choose ‘Conclusion on pesticides’ (see below) 

 

 

You then get one or more links to documents. Click on the one that says “Conclusion regarding 

the peer review of the pesticide risk assessment of the active substance XXX”. 

 
 

 Click on the PDF-file marked above. This opens the Conclusion report which looks like 
the document below.
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In the EFSA conclusion document one can find information about the properties of the 

substance, exposure assessment and risk assessment. 

Note: It is also possible to Google-search directly from your browser with search criteria “EFSA 

conclusion (active substance name)”, where you replace the text within brackets with the 

name of the substance you are looking for. 
 

4.3 European Chemicals Agency, ECHA 
The European Chemicals Agency (ECHA) is maintaining a Classification & Labelling Inventory. 

This is a database with information on classification and labelling for substances notified under 

the CLP Regulation. It also contains the list of legally binding harmonised classifications, Annex 

VI to the CLP Regulation.  The C&L Inventory is the best place to find the GHS classification of 

active substances in pesticides. 

The C&L Inventory provides multiple search options based on both substance identity and 

classification. A user can search using the full or partial EC name, the CLP Annex VI Index name 

and IUPAC name. 
 

Start by entering the following website: http://echa.europa.eu/en 
 

 

http://echa.europa.eu/en
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 Bring the mouse to ‘Information on Chemicals’ and click where it says ‘C&L inventory’ (see 
below) 

 

 
 

 Click on ‘CL Inventory’ (see below) 
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 Type the name of the substance in the box and click on ‘search’ (see below) 

 

 

 Click on the symbol to the right (see below) 
 

 
 

Examples of C&L, Harmonised Classification and Labelling results: 
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Appendix 1, Examples 
 

The examples given below are intended to in more detail show where, and which type of 

information that can be found in the EU documentation. The aim, however, is not to give a 

complete guidance on how the information can be used for decision making. In order to base a 

decision on this information, national consideration needs to be taken into account. 

The three examples are showing relevant documents and text, applied in a stepwise 

assessment procedure, following the flowchart below. 
 

 
 

Example 1, Tribenuron 
 

Check status of the active substance tribenuron in EU 

In the EU Pesticide database it is possible to see that tribenuron was approved in March 2006 

as active substance in pesticides in the EU, and that the approval expires 31 October 2018. 

 
 

 Check comparability (e.g. use, identity) in EU to the actual use or identity in 

your region or country 

This information can be obtained from the EFSA conclusion report. The crops evaluated in the 

EU risk assessments are spring and winter cereals at dose rates 7.5 – 30 g active substance/ha 

and at maximum 2 applications (as highlighted in the picture below). In this table the uses that 

were evaluated in the EU processes are shown. 
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Furthermore, valuable information can be obtained from the Commission Directive 05/54/EC, 

which can be found via the EU pesticide database. 

 
 

For example that tribenuron is approved until 2018. The purity is agreed to ≥ 950g/kg and the 

FAO specification is 950 g/kg [546/TC (2002)], see figure below. 

 

 
 

Crops 

Dose rates 
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In the Commission Directive it can be understood that based on the information currently 

available, the review has concluded that for the active substance notified by the main data 

provider, none of the manufacturing impurities considered are of toxicological or 

environmental concern. 
 

 Check areas of concern and classification 

Information on which areas that needs to be considered in particular for the national 

authorisation of tribenuron, i.e. areas for which risk mitigation measures might be needed, can 

be found in the Review report which can be found via the EU pesticide database. 

 

 
 

The European Commission gives the following message to the Member States in the Review 

Report under the heading “Particular conditions to be taken into account on short term basis 

by Member States in relation to the granting of authorisations of plant protection products 

containing tribenuron”: 
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“On the basis of the proposed and supported uses (as listed in Appendix II), the following 

particular issues have been identified as requiring particular and short term attention from 

all Member States, in the framework of any authorisations to be granted, varied or 

withdrawn, as appropriate: 

- Member States should pay particular attention to the protection of non- target terrestrial 

plants, higher aquatic plants and groundwater in vulnerable situations. Risk mitigation 

measures should be applied, where appropriate”. 
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Above, the proposed classification in the EFSA Conclusion from 2004 and the current 

harmonized classification from 2008 found below. This example shows that the classification 

was proposed in the old EU classification system in 2004 and the final decision on a 

harmonized classification is made 2008 according to the new EU implementation of GHS called 

CLP. 
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 Check for data gaps 

No data gaps have been identified for the uses evaluated, this information can be inferred 

from the Review report, under the heading “List of studies to be generated “  

 

 

 Check risk mitigation measures 
 

 
 

For the uses evaluated in for EU the risk mitigation measures listed above were considered 

essential. For national authorization other risk mitigation measure might be needed, 

depending on national/regional conditions and product use. 
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Example 2, Oxamyl – Extensive risk mitigation 
 

 Check status of the active substance oxamyl in EU 
From the EU pesticide database it is noted that oxamyl was approved in August 2006 
 

 
 

Oxamyl is approved until 2018 according to info in Commission Implementing Regulation (EU) 

No 1136/2013 found via the EU pesticide database. 

 
 

You can also find the commission directive (2006/16/EC) at the EU Pesticide Database: 
 

 
 

In the annex to the commission directive it can be seen that the purity is agreed to ≥970g/kg 

and there is no FAO specification available for the moment (2017). The review has established 

that for the oxamyl notified by the main data submitter none of the considered manufacturing 

impurities are, on the basis of information currently available, of toxicological or 

environmental concern. 

Kommenterad [JS2]: En förlängning av oxamyls approval 
period har gjorts för att ett beslut om deras förnyelse ska 
hinna tas innan perioden tar slut. Det är i direktivet 
(06/16/EC), som inte längre gäller, som informationen om 
purity står. Vad som gäller FAO vet jag inte och den 
informationen behöver uppdateras. Detta stycke behöver 
alltså redigeras.  
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At EFSA the Conclusion report can be fetched. 

 

 
 

From this report several important data can be retrieved. See below. 
 

 Check comparability (e.g. use, identity) in EU to the actual use or identity in 

your region or country 

 

 
 

The crops evaluated in the risk assessments is potato at dose rates 4.0-5.5 k g active substance 

/ha and with maximum 1 application. However, no definitive conclusion on the risk assessment 

could be reached for the uses evaluated due to lack of data, see further below under the 

heading “Check data gaps”. In this case for oxamyl the uses are shaded in grey. 
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 Check areas of concern and classification 

 

 

 
 

 

 
 

Information on which areas that need to be considered in particular for the national 

authorisation of oxamyl can be found in the Review report. The European Commission gives 

the following message to the Member States in the Review report: 

“On the basis of the proposed and supported uses the following particular issues have been 

identified as requiring particular and short term attention from all Member States, in the 

framework of any authorisations to be granted, varied or withdrawn, as appropriate: 

- Member States must pay particular attention to the protection of birds and mammals, 

earthworms, aquatic organisms, surface water, and groundwater in vulnerable situations. 

Conditions of authorisation should include risk mitigation measures, where appropriate. 

- Member States must pay particular attention to the operator safety. Conditions of 

authorisation should include protective measures, where appropriate.” 
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Further information on areas of concern can be found in the EFSA conclusion. The following critical 
areas of concern were identified in the EFSA conclusion report: 

 

 For the operator exposure, it is necessary to consider the use of Personal protective 

equipment (PPE) and respiratory protective equipment (RPE) during mixing and 

loading as well as during application and an additional limitation of the treated area 

to 

4.6 ha/day in order to derive an estimated operator exposure below the AOEL. 

 Risk assessment with respect to ground water contamination and soil ecotoxicology 

by the parent and metabolites needs to be completed for acidic soils. 

 A high risk to birds and mammals from the use of oxamyl and the need to address 

this risk further was identified. A full risk assessment can only be concluded when the 

outstanding data is evaluated. 

• For the 3 run-off stream scenarios from the FOCUSsw4 step 3 scenarios evaluated, the 

trigger was still breached indicating a high risk to aquatic organisms under these 

circumstances. Risk mitigation measures need to be taken into account at MS level to 

address this risk. The aquatic risk assessment has been conducted on the assumption 

that direct contamination (i.e. ‘drift’ of small granules) of surface water is not possible. 

A restriction highlighting the need to avoid the use of application machinery (i.e. 

pressurised systems) that may result in direct contamination of adjacent surface 

waters is proposed. 

 The long term risk to earthworms is considered high as the TER5 (1.7<TER<1.9 for an 

incorporation depth of 10 cm, 3.5<TER<3.8 for an incorporation depth of 20 cm) 

breaches the Annex VI trigger value of 5. The need to address this risk further was 

identified. 

 
5  

6  

 

4 FOCUS surface water is a modelling tool used to predict concentration of pesticides in the surface water for EU risk 

assessment. 
5 Toxicity/Exposure Ration is used as a trigger for acceptable effects for the EU risk assessment 
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Above is the proposed classification in the EFSA Conclusion from 2004, and the harmonised 

classification from 2008 is found below. 

 

 
This example shows that the classification was proposed in the old EU classification system in 

2004 and the final decision on a harmonized classification is made 2008 according to the new 

EU implementation of GHS called CLP. 
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 Check for data gaps 

The data that is missing in order to make perform an appropriate risk assessment for all areas 

can be found under the heading “List of studies to be generated” in the Review report, in this 

case: 
 

 
 

Further details about studies that are missing can also be found in the Review report: 

 boiling point or temperature of decomposition 

 auto-flammability of the dry technical material 

 identity of impurities 

 data on rotational crop residue trials (‘cold studies’) to address the proposed time 

restriction of 120 days after oxamyl application (relevant for all representative uses 

evaluated; not essential for risk assessment; no submission date proposed by the 

notifier) 

 degradation in acidic soils must be addressed; 

 modelling to fully characterise the risk of oxamyl and its metabolites in soil and 

groundwater at different pH is needed, 

 a refined avoidance study, using oxamyl 10GR (Vydate ®), and conducted with 

relevant birds for European agricultural landscapes under more realistic exposure 

conditions, 

 full study report providing information on the number of granules available on the soil 

surface, 

 the full report of the study on the release of the active ingredient from the granule 

(DuPont-3025), 

 earthworms field study. 
 

 Check risk mitigation measures 

 The operator exposure is below AOEL if PPE and respiratory equipment (RPE) is used 

during mixing and loading as well as during application, based on a treated area of 4.6 

ha/day. 

 A label recommendation should be in place, which recommends that rotational crops 

should not be planted within 120 days of an oxamyl application to soil. This is required 

to minimize the possibility of residues being detected which will exceed the limit of 

quantification for oxamyl which is the likely the MRL. 

 Potential environmental relevance of metabolite IN-N0079 in soil may need to be 

assessed for soils containing ferrous ion (Fe (II) (Anaerobic conditions are usually 

required). 

 Potential ground water contamination should be considered under vulnerable 

conditions. 

 A restriction highlighting the need to ensure that immediate incorporation of applied 

granules is required to ensure that the potential risk to birds and mammals is 

The concerned Member States shall request the submission of further studies to confirm the 

risk assessment for ground water contamination in acidic soils, birds and mammals and 

earthworms. 

Kommenterad [JS3]: Tycker det är otydligt var det är 
meningen att man ska hitta dessa. Ur en läsares perspektiv. 
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minimised. 

 Risk mitigation measure have to be taken into account at MS level to address the risk 

to aquatic organisms, e.g. for run-off stream scenarios. 
 

Example 3, Atrazine – Withdrawal 
 

 Check status of the active substance atrazine in EU 

Check the status of the active substance atrazine in the EU pesticide database. 

 

 
 

In the database it is stated that atrazine is not approved according to the Commission Decision, 

see section 4.1 in this report on how to access the documents. 

 

 

 
The reasons for the non-inclusion and withdrawal of authorisations are found in the 

Commission Decision under article 1, sections 9-10 (see below): 
 

 

(9) Assessments made on the basis of the information submitted have not demonstrated that 

it may be expected that, under the proposed conditions of use, plant protection products 

containing atrazine satisfy in general the requirements laid down in Article 5(1)(a) and (b) of 

Directive 91/414/EEC. In particular available monitoring data were insufficient to demonstrate 

that in large areas concentrations of the active substance and its breakdown products will not 

exceed 0,1μg/l in groundwater. 
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Example 4, Fipronil - Special case (restrictions) 
 

Fipronil is a ‘special case’, restriction due to risks to bees. This case is also relevant for 

neonicotinoids, like thiamethoxam and chlothianidin. 

 Check status of the active substance fipronil in EU 

From the EU pesticide database you can get the information that fipronil was approved, in 

October 2007. You can also see that there are two reports with confirmatory data linked. 

These reports together with the text of the approval give an indication of the restrictions laid 

on the approval. 

 
 

In this particular case this inadequacy is due to risk to pollinators. A review process was 

initiated by reports that were submitted describing unforeseen effects on bees before the 

repeated review (see figure 1 on page 11 of this report). The reports were discussed, peer 

reviewed and a new EFSA conclusion report was published. The conclusions activated an 

amended decision published in the new Commission Implementing Regulation. 

 

 

 

 

Moreover it cannot be assured that continued use in other areas will permit a satisfactory 

recovery of groundwater quality where concentrations already exceed 0,1μg/l in groundwater. 

These levels of the active substance exceed the limits in Annex VI to Directive 91/414/EEC and 

would have an unacceptable effect on groundwater. 
 

(10) Atrazine should therefore not be included in Annex I to Directive 91/414/EEC. 
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An extract from the legal document 781/2013 is found below: 

 
 

 

It has been decided that new conditions for the use should apply, and restrictions about the 

use and sale of seeds treated with fipronil. The reasoning for this can be found in the 

Regulation text below: 
 

 
 

Other information that can be of interest, among others, is listed below. 
  

Based on new information received from Italy concerning risks to honeybees caused by coated 

maize seeds treated with plant protection products containing fipronil, the Commission 

decided to review the approval of that active substance. The Commission, in accordance with 

Article 21(2) of Regulation (EC) No 1107/2009, asked the European Food Safety Authority, 

hereinafter ‘the Authority’, for scientific and technical assistance to assess this new 

information and to review the risk assessment of fipronil as regards its impact on bees. 

The Authority presented its conclusion on the risk assessment of fipronil as regards bees on 27 

May 2013.  The Authority identified for the use as seed treatment in maize, high acute risks for 

bees from plant protection products containing the active substance fipronil. The Authority 

identified, in particular, a high acute risk for bees resulting from dust. In addition,   

unacceptable risks due to acute or chronic effects on colony survival and development could 

not be excluded for several crops. Furthermore, the Authority identified some missing 

information for each of the evaluated uses, in particular as regards long term risk to honeybees 

from dust exposure, from potential exposure to residues in pollen and nectar, from potential 

exposure to guttation fluid and from exposure to residues in succeeding crops, weeds and soil. 
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 Check status of the active substance in EU Member States 
Products containing fipronil have been withdrawn, or are authorised in very few Member 

States (see below). 

 
 

 
 

It is also possible to further find information in the review report: 
 

 
 

The information found in the review report is among other: 
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 Particular conditions to be taken into account by Member States 

Here you can also find particular conditions, to be taken into account by Member States on 

short term basis, in relation to the granting of authorisations of plant protection products 

containing fipronil. With regard to the risk to bees, the following issues have been identified as 

requiring particular and short term attention from all Member States, in the framework of any 

authorisations to be granted, amended or withdrawn, as appropriate. 

Member States shall pay particular attention to: 
 

 
 

It is also possible to get more information about the risk assessment in the EFSA conclusion on 

the Peer review of the pesticide risk assessment for bees for the active substance fipronil (see 

below). 

 

 
 

– the seed coating shall only be performed in professional seed treatment facilities. Those 

facilities must apply the best available techniques in order to ensure that the release of dust 

during application to the seed, storage, and transport can be minimised; 

– adequate seed drilling equipment shall be used to ensure a high degree of incorporation in 

soil, minimisation of spillage and minimisation of dust emission; 

– the label of the treated seeds includes the indication that the seeds were treated with 

fipronil and sets out the risk mitigation measures provided for in the authorisation; 

– monitoring programmes are initiated to verify the real exposure of bees to fipronil in areas 

extensively used by bees for foraging or by beekeepers, where and as appropriate. 

Conditions of use shall include risk mitigation measures, where appropriate. 


