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EU Pesticides Regulations –
Compliance for Export



Outline of Presentation

� Background to Food Control Systems in the EU

� Brief overview of pesticide legislation 

� Enforcing the regulations



Overview of EU Market Place

� Enlarged EU now 25 
countries with an internal 
market (free movement of 
goods, including foods)

� Third countries
� Are very price-

competitive
� Offer new and exotic 

foods
BUT
� Must meet demanding 

EU standards on safety 
and quality



Drivers for Change in Europe

� Numerous food scares – Salmonella in eggs, 
BSE, dioxins, nitrofurans, Sudan dyes  

� Lack of public confidence in the safety of 
food

� Apparent conflict between consumer 
interests and producer interests

� Need for better traceability systems



Consumer perceptions (EU)
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Similar changes across Europe 

� Food Standards Agency established in 2000 –
primary focus on consumer protection

�� AFSSA established in FranceAFSSA established in France

�� FSAI established in IrelandFSAI established in Ireland

�� In 2002 the EU established the European Food In 2002 the EU established the European Food 
Safety Authority (EFSA)Safety Authority (EFSA)



European Food Safety Authority (EFSA)

� Risk Assessment
•• hazard identificationhazard identification
•• hazard hazard characterisationcharacterisation
•• exposure assessmentexposure assessment
•• risk risk characterisationcharacterisation

� Risk Communication
� � � � � � � � � � � � �	 


NOT  

� Risk Management (DG SANCO)



EU Rapid Alert System operated by DG 
Health and Consumer Protection (SANCO)

� European Commission, EFSA, EFTA + 25 EU + Iceland,     
Norway, Liechtenstein

�� Border Inspection Posts (Border Inspection Posts (BIPsBIPs) ) -- harmonisedharmonised

� Information Notifications – risk identified but contained  

� Alert Notifications – risk trigger immediate action         

http://europa.eu.int/comm/food/food/rapidalert/index_en.htm



EU Rapid Alerts

EU Alert and Information Notifications per Year
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2003 Alert Notifications according to 
the identified risk

heavy metals
4%

residues of veterinary drugs
12%

other
8%

microbiological 
contamination

31%

chemical contamination 
(other)
36%

mycotoxins
7%

pesticide residues
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Notifications 2005-6
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Alert Notifications/ Information Notifications



OVERVIEW  EU Legislation

� Complex and under continuous revision, consists of; 
Directives - legislative act addressed to member states
Regulations - general scope, obligatory in all elements
Decisions - binding to MS or particular trades/companies

� Food Law Reg 178/2002
� General Food Hygiene Reg 852/2004
� Official Controls Reg 882/2004
� Pesticides:  Council Directive 91/414/EEC 

Approvals marketing and use of PPPs, but under review



EU Pesticide Controls - Based on MRLs

� Current  requirements for monitoring of pesticide   
residues in foodstuffs under  framework Directives
- 76/895/EEC (fruit and vegetables)

- 86/362/EEC (cereals)
- 86/363/EEC (foodstuffs of animal origin)
- 90/642/EEC (plant products including fruits and vegetables)

� Separate arrangements for baby foods
- 1999/39/EC (blanket MRL of 0.01 mg/kg for all pesticides)

- 2003/13/EC - MRLs set between 0.003 and 0.008 mg/kg
for approximately 30 compounds



Legislative limits  
Maximum Residues Limits (MRLS) for pesticides

�� Based on maximum residue that should not be exceeded Based on maximum residue that should not be exceeded 
if best practice (GAP) is use if best practice (GAP) is use 

�� Baby food Baby food MRLsMRLs not based on GAPnot based on GAP

�� Well within toxicological safety marginsWell within toxicological safety margins



Pesticide MRLs cont.

� Numerical value - Maximum residue  permitted on 
foodstuffs put into circulation.

� Mechanism for regulating trade in agricultural produce.

�� Definition often includes metabolites etc.Definition often includes metabolites etc.
� Apply to specified parts of fresh products
� Apply to dried, processed and composite products

Well within toxicological safety margins Well within toxicological safety margins --
NOT a measure of consumer safety.



Pesticide MRLs  - Not Yet Harmonised

� EU MRLS (>20,000 set to date)
but also

� Temporary national MRLs/import tolerances

(may be used where EC levels don’t accommodate UK trade -
absence of an MRL does not prevent importation of produce treated 
with particular pesticides)

� Codex  (WHO/FAO) MRLs
� LOD MRLs

� On going review of approx. 850 existing active substances (to be
completed by 2008)



APPROVALS

USE

RESIDUES

Authorisation Directive
(91/414/EEC)

EC Proposal expected

Residues 
Regulation

(396/05/EC)

Comes into force second half of 2006 /2007?

Existing Directives will be revoked in 2007-8?

New EC Procedures for Pesticides



Regulation No. 396/2005: Overview

� Consolidates existing MRL Directives
� Provides for full harmonisation of MRLs
� Complex structure
� 10 Chapters

� More complex Chapters are divided into sections 

� 50 Articles

� 7 Annexes



Annex I List of commodities

Annex II EU MRLs

Annex III Temporary MRLs

Annex IV List of active substances not requiring MRLs

Annex V Substances for which a default MRL applies

Annex VI Processing factors

Annex VII Fumigants

Regulation No. 396/2005 - Annexes 



New Pesticide MRL Regulation (396/05)

� Annexes I and II (of 7)

� Annex 1 -Commodities
- MRLs will apply to food and feed items listed in ANNEX1
- New items include coffee, cocoa, sugar beet
- Others such as fish and animal feeds will be voted later
- If not listed National MRLs may apply

� Annex II – Definitive MRLs for active substances 
- evaluated to EC standards
- included in Annex I to Directive 91/414/EEC
- full residue data packages evaluated to EC standards



Temporary MRLs

Annex III

� For active substances awaiting evaluation 
under Directive 91/414/EEC

� Based on national MRLs and Codex CXLs
� For unharmonised nationally evaluated substances, 

essential uses
� In exceptional cases –spices, honey, herbal infusion-

on the basis of monitoring data
� When new commodities are introduced

Should eventually be transferred to Annex II



Other Annexes

� Annex III - Temporary MRLs. 

� Annex IV: no MRLs required (plant hormones, 
pheromones, naturally occurring substances)

� Annex V – alternative default values

� Annex VI – processing factors

� Annex VII – post-harvest treatments



Regulation (396/05)  - Important changes

� Member States will no longer set MRLs for 
commodities in Annex 

� Fully harmonised across EC

� EFSA risk assessment needed for all MRLs

� Regulation amended to set MRLs before 
authorisations issued



New EC Programme for Pesticides

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

� To set maximum residue levels for all major 
commodity and pesticide combinations 

� Default value where no MRL

� Eventually cover 450-500 actives and 200 
commodities, set  90,000 – 100,000 MRLs!

Difficult to keep up with changes



Official controls have to be carried out by Member States

SECTION 1  - Official controls of  MRLs

� Sampling (Directive . 2002/63/EC )
- representative number of samples
- close to the point of supply

� Analysis Provisions ( Reg. 882/2004)
- Laboratories shall participate in the Community 
proficiency tests

Reg. (EC) 396/2005 Chapter V  
Official controls, reports and monitoring

•



Laboratory requirements

Use validated methods and follow EU AQC 
guidelines

� Be accredited to ISO 17025

� Demonstrate competence through routine participation in 
proficiency testing 

Compliance of Official Laboratories in all member states is 
monitored by the EU Food and Veterinary Office



Method Criteria Approach 
(EC Directives and CODEX)

Official Methods are NOT prescribed

Free choice of method that meets stipulated criteria            
- but EU AQC Guidelines followed (SANCO/10232/2006)

� Recovery within specified range
� LOD and LOQ must meet minimum standards
� Minimum r and R prescribed
� Reporting of Uncertainty

Issues with uniformity across EU, sampling, 
correction for recovery etc.



General Tasks Art 32. asks Art. 32 : CRL 
� Organisation of Proficiency Test

� Development of the analytical control guidelines

� Supporting NRLs on reference methods

� Workshops & Training of laboratories in the MS, 

� Development and validation of new analytical methods

� Assistance to the Commission for the establishment of 
the co-ordinated programme

� Collaborating with third countries labs 

Centres of excellence/
Community Reference Laboratories

Improve the quality, accuracy and comparability of the 

results reported by official Laboratories



European Committee for Standardization 
(CEN)

� CEN is a system of formal processes to 
produce standards

� 25 National Bodies (BSI, DIN, AFNOR etc)

� 50 CEN Standards available in 
microbiology, metals, mycotoxins, 
pesticides, vitamins, additives etc

(http://www.cenorm.be/cenorm/index.htm)



UK PSD Methods Compendium

http://csl.methodscompendium.gov.uk



MRL Compliance:
Pesticide Residue Monitoring Programmes

� National monitoring programmes
www.pesticides.gov.uk

� EU Coordinated Programme

� Industry monitoring programmes

Details described in other presentations



UK Government Pesticide Monitoring

� £2 million annual monitoring programme

� 4000 samples taken mainly at retail level (some 
testing at ports) 

� Home produce and imports (approx  40%)

� 170,000 pesticide commodity combinations tested in 
2003

� Underpinned by Method Development programme
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EU 2003: Number of pesticides sought

� Over 1000 known pesticides – objective to increase numbers 
included in monitoring programmes



Pesticide Residues Testing -
Expectations

� Increased number of analytes in multi-residue 
methods

> 500 possible using a combination of LC-MS & GC-MS

� Requirement for faster analysis 

e.g. Waters Acquity system –50 pesticides in approx 5 min

Investment in modern instrumentation essential to 

meet sensitivity and specificity requirements



EU Harmonised Monitoring Programme  2005 -2007

� Increasing Influence 
� 8-10 commodities per annum

- peas, beans,potatoes, carrots, oranges or mandarins, 
spinach, rice, cucumbers and babyfoods in 2005

� Minimum of 613 samples per commodity

� 55 pesticides
- 19 ai’s added since 2004 including imidacloprid, 
pyrethrins, fludioxinil and chlormequat 



EU Pesticide Monitoring Programme : 
Overall Findings 2002
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EU Pesticide Monitoring Programme : 
Overall Findings 2003

Country % Samples % Samples % Samples
No residues Residues < MRL Residues > MRL

Austria 69 27 4.0
Belgium 55 41 4.2
Denmark 54 43 2.9
Finland 55 38 6.7
France 50 43 7.0
Germany 43 49 8.4
Greece 77 21 2.2
Iceland 61 38 1.3
Ireland 59 37 3.5
Italy 69 29 1.7
Liechtenstein 70 28 2.1
Luxemburg 50 48 1.9
Netherlands 42 44 14.4
Norway 63 34 2.3
Portugal 61 30 9.4
Spain 66 30 4.5
Sweden 50 43 6.9
UK 66 33 1.0

Average 58 37 5.1



Sources of Information on MRLs

� European Commission  web pages
� Regulation

http://http://europa.eu.int/eur-lex/lex/RECH_naturel.do
� Status of Active sustances + MRLs sorted by pesticide/crop/commodity

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

� European Food Safety Authority 
http://www.efsa.eu.int.

� PSD  MRL data base
http://www.pesticides.gov.uk

� Pesticide Approvals and MRLs 
http://liaison.csl.gov.uk



Pesticide Safety Directorate (UK)
MRL Database  (www.pesticides.gov.uk)



On-line Tools for accessing Legislation 
LIAISON

� UK product approvals
� UK/EU/CODEX MRLs (Pesticides)
� UK temporary MRLs and Import Tolerances
� Proposed MRLs & changes to MRLs
� Vet Drug MRLs
� Updated daily
� http://liaison.csl.gov.uk

(Free trial contact d.hunt@csl.gov.uk)



On-line Tools for accessing Legislation 
RAPPORT

� Prioritisation of residue analyses
� Associated UK/EU/CODEX MRLs
� Infant food MRLs
� Processed food
� Updated daily
� http://rapport.csl.gov.uk

(Free trial contact d.hunt@csl.gov.uk)



On-line Tools for accessing Legislation 
Homolga - Global Approvals & MRLs

� MRLs for pesticides in 35 countries at present

� Approvals for pesticides in 41 countries at present

� Allows comparison of MRLs/products in a number of 
countries simultaneously

� Search for products/actives and their associated 
MRLs



www.csl.gov.uk/prodserv/ana/decisionsupport/globalapprovalsmrls.cfm

homologa@csl.gov.uk

Tel: Deborah Hunt 

+ 44 (0)1904 462612

On-line Tools for accessing Legislation
Homolga - Global Approvals & MRLs



Providing information on:

� Approved agrochemicals

- Commercial products

- Active ingredients

- Companies

- Approved crops

- Maximum Dose Rates

- Pre-Harvest Intervals

� Maximum Tolerance levels (MRLs) of agrochemicals 
(36 countries)

� Approval Status of Agrochemicals in the EU

First International Agrochemicals Registration /

Maximum Residue Levels Database



Search page for Product/crop directory



Results page for Product/crop directory



Search page for MRLs directory



Results page for MRLs directory



Homologa; Country Approval Information

SwitzerlandIrelandCape-Verde

Thailand (soon)MauritaniaDenmark

Vietnam (soon)NetherlandsFinland

Russia (soon)NigerFrance

New Zealand MaliCzech Republic

USAKenyaChina

UKJapanChile

TurkeyItalyChad

SwedenIndiaCanada

SpainHungaryCameroon

SlovakiaGuin-BissauBurkina-FASO

SenegalGreeceBrazil

PortugalGhanaBelgium

PolandGermanyAustria

NorwayGambiaArgentina



Homolga:  Country MRL information

TurkeyMexicoChina

PortugalGermany

Russia (soon)PolandFrance

Vietnam (soon)NorwayEuropean Union

USANew-ZealandDenmark

UKNetherlandsCODEX

ThailandMalaysiaChile

TaiwanKorea-SouthCanada

SwitzerlandJapan Future MRLsBrazil

SwedenJapanBelgium

South AfricaItalyAustria

SpainIsraelAustralia

SlovakiaGreeceArgentina



� Source of information

- Mostly directly from ministries, in some cases through consultants for 
translation.

� Updates
- Homologa will be updated country-specific at regular intervals 

- All countries will be updated at least once per year for pesticide 
approvals

- and a  minimum of 3 times a year for MRLs or when a new update 
is required due to changes in MRLs.

� Access
- Homologa ™ is a password-protected, online database, accessible 
via the Internet.

Homologa:  Information

Email:  d.hunt@csl.gov.uk Phone:  +44 (0)1904 462612



Testing  for Pesticides in Food – The Future

� Continued pressure to regulate residues and 
contaminants 

- regulation driven by risk management

� Harmonisation of food control across EU

� More EU investment in sophisticated instrumentation 
(LC-MS/MS, GC-MS, GC-MS/MS etc.) for testing

� More investment in new technologies (EU funded R&D)

BioCop (www.biocop.org)

� Co-operation with Third Countries including Technology 
Transfer



Thank you for your attention


