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Regulatory Framework
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EU Thematic Strategy for Pesticides 

Comprised four elements including 

a proposed Regulation to replace the 
pesticide authorisation Directive 91/414/EEC

a proposed new Sustainable Use Directive;

http://ec.europa.eu/environment/ppps/strategy.htm

http://ec.europa.eu/environment/ppps/strategy.htm


What is an MRL?  (1)

Maximum Residue Level

The maximum concentration of a pesticide 
residue (expressed as mg/kg) legally 
permitted in or on food commodities and 
animal feeds

0.01 mg/Kg  = 10 µg/Kg 
= 10 parts per billion

Typical concentrations of interest:



What is an MRL ? (2)

Mechanism for regulating trade in      
agricultural produce.

Indication of residues expected when 
crops treated in accordance with Good 
Agricultural Practice (GAP).

Definition often includes metabolites etc.

NOT a measure of consumer safety.



Scope of MRLs (1)

Fruits & Vegetables 
- apply to specified parts

Cereals

Products of animal origin 
- variable depending on fat content



Scope of MRLs (2)

Dried, processed and composite products.

Baby-food and infant formulae (separate 
arrangements)

MRLs apply when listed commodities are:
– placed on the market
– fed to animals



Previous arrangements – in brief
EC MRLs

definitive and provisional

National (e.g.UK) temporary MRLs

Advisory MRLs
import tolerances and Codex levels

Different ranges of produce covered by each 
regime

Lack of harmonisation across the EU



Previous EC MRL Directives

76/895/EEC fruit and vegetables

86/362/EEC cereals

86/363/EEC animal origin

90/642/EEC  plant origin including fruit and 
vegetables

All these Directives have been amended and 
updated many times



Codex Maximum Residue Levels (MRLs)

MRLs set by Codex are indicative and not 
statutory. They are used as guidance on 
acceptable levels when there are no other 
MRLs in place. 

http://www.pesticides.gov.uk/food_safety.asp?id=549
http://www.pesticides.gov.uk/food_safety.asp?id=549


Problems with the previous system (1)

Too many types of MRL EU,

National

Codex



Further problems with the previous system

Inconsistent regulatory 
framework = general 
confusion for those 
wishing to trade goods 
within the EU

Statutory levels only 
set for a limited 
number of active 
substance/food 
combinations



Harmonisation - EC Regulation 396/2005 

Regulation (EC) No. 396/2005

Consolidates and replaces four existing Directives 
and many amendments

Provides for full harmonisation of MRLs

In force from September 2008

Previous Directives revoked 



EC MRLs : overview of old versus new system

Previous regime

Application
Publication 

in the OJ 
(Directive)

Transposition 
into National law

New regime

Application
Publication 

in the OJ 
(Regulation)

Direct 
Application 
of new MRL



Objective

To set MRLs for all major  commodity  and pesticide 
combinations

Will eventually cover around 400 pesticides and over 200 
commodities 

> 100,000 MRLs set to date

Default value if no specific MRL set (effectively zero)

Harmonised arrangements for import tolerances



EC Regulation 396/2005 – main points

Annex I published February 2006
all significant food and feed commodities
new inclusions e.g. spices, cocoa, coffee and sugar beet
fish and animal feeds expected later
>300 commodities

Annexes II-IV published January 2008 
Commission Regulation (EC) No 149/2008

Definitive or substantive MRLs (Annex II) for 245 pesticides



EC Regulation 396/2005 – main points

EU temporary MRLs (Annex III)
Harmonisation of national MRLs for >450 pesticides

Pesticides for which MRLs not required (Annex IV) 
52 low risk pesticides
6 micro-organisms & 46 plant extracts, pheromones etc.

Annex V
52 low risk pesticides
Default values other than 0.01 mg/kg
Not yet published



Other Annexes

Annex VI
Conversion factors of MRLs for processed 
commodities
Not yet published

Annex VII
Post-harvest treatments  (stored commodities e.g. 
grain and seeds) which exceed MRLs

See Commission Regulation (EC) No 260/2008 establishing Annex 
VII listing active substance/product combinations covered by a 
derogation as regards post harvest treatments with a fumigant



Compliance with MRLs - 396/2005 

The products covered by Annex I shall not contain, from 
the time they are placed on the market as food or feed, or 
fed to animals, any pesticide residue exceeding:

(a) the MRLs for those products set out in Annexes II and III;

(b) 0,01 mg/kg for those products for which no specific MRL is set
out in Annexes II or III, or for active substances not listed in 
Annex IV unless different default values are fixed for an active 
substance in accordance with the procedure referred to in Article 
45(2) while taking into account the routine analytical methods 
available. Such default values shall be listed in Annex V.



New MRLs setting process

Member State
evaluates applications
refers dossier to EFSA if MRL changes needed

European Food Safety Authority (EFSA)
risk assessment
recommendations to Commission

Commission
risk management
regulatory proposals for consideration and vote



Some issues/implications arising (1)

Member States no longer set MRLs for commodities 
in Annex I.

EFSA risk assessment needed for all MRLs.

End to system of temporary national MRLs and 
immediate setting of import tolerances.



Some issues/implications arising (2)

Significant expansion to number of EC MRLs 

Many default values set at the LoD of the methods

Possibility of more MRL breaches; enforcement 
consequences for those responsible



Impact on monitoring requirements

Member States are required to carry out 
official controls with greater scope to 
determine compliance

The Commission has prepared a                   
co-ordinated multi-annual community control 
plan (2008/103/EC) with specified pesticide-
commodity combinations



Further Information – MRLs 396/2005

http://ec.europa.eu/food/plant/protection/pesticides/index_en.htm
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