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Accreditation of laboratories for the analysis of pesticide residues in Spain:
Contents

» Spanish National Reference Laboratories

» Accreditation of Spanish laboratories for the analysis of pesticide residues:

» Fixed scope
®» Fexible scope (NT-19)

» Reference laboratories in agrifood area: participation in the accreditation
system (NT-55)

» Main difficulties encountered with the accreditation body (summary)

Joint EURL/NRLs (FV-SRM) Pesticide Residue Workshop 2018 28/09/2018



GOBIERNO  MINISTERIO daecosan
DE ESPANA DE SANIDAD, CONSUMO agencin espariia nem nemmmmm
S Y BIENESTAR SOCIAL de consumo,
seguridad alimentaria y nutricicn

Spanish National Reference Laboratories

» Regulation (EU) 2017/625 on official controls and other official acfivities performed to ensure
the application of food and feed law, rules on animal health and welfare, plant health and
plant protection products (Official Control Regulations):

» Article 100: Designation of National Reference Laboratories

» Article 101: Responsibilities and tasks of National Reference Laboratories

‘ | 73 Fruits and Vegetables -
‘ I 3 Cereals and Feedingstuffs-

‘ mflZ Food of Animal Origin

Centro Nacional ‘ ﬁ Single Residue Methods -

Laboratorio Arbitral
de Alimentacidén - Agroalimentario
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Spanish National Reference Laboratories

= Spanish Official Laboratories Network (CNA)

Centro Nacional de Alimentacion (AECOSAN) - LNR Majadahonda (Madrid)
Laboratorio Arbitral Agroalimentario (MAPAMA) - LNR Madrid
Laboratorio Regional del Gobierno de La Rioja Logroiio

Navarra de Servicios y Tecnologia, S.A. (Nasertic)

Villava (Navarra)

Laboratorio Agrario Regional. Consejeria de Agricultura y Ganaderia de la Junta de Castilla y Ledn Burgos
Laboratorio Regional Agroalimentario y Ambiental de Castilla La Mancha. Consejeria de Agricultura Toledo
Agencia Salut Publica de Barcelona Barcelona
Laboratorio de Salud Publica (Madrid Salud). Ayuntamiento de Madrid Madrid
Laboratorio de Salud Publica de Valencia Valencia

Laboratori de Salud Publica de Palma

Palma de Mallorca

Laboratorio de salud Publica de Cuenca Cuenca
Laboratorio de salud Publica de Almeria Almeria
Laboratorio de salud Publica de Badajoz Badajoz

Laboratorio Normativo de salud Publica de Bilbao

Derio (Bilbao)

Laboratorio de Saude Publica de Galicia. Laboratorio de Lugo

Lugo
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Spanish National Reference Laboratories

= Spanish Official Laboratories Network (LAA)
[Servicio de Seguridad y Control de la Produccién Agraria de la Generalitat Valenciana-EURL _ [valencia |

Centro Nacional de Alimentacion (AECOSAN) - LNR Majadahonda (Madrid)
Laboratorio Arbitral Agroalimentario (MAPAMA) - LNR Madrid

Laboratorio Regional del Gobierno de La Rioja Logroio

Navarra de Servicios y Tecnologias, S.A. (Nasertic ) Villava (Navarra)
Laboratorio Agrario Regional. Consejeria de Agricultura y Ganaderia de la Junta de Castilla y Ledn Burgos

Laboratorio Regional Agroalimentario y Ambiental de Castilla La Mancha. Consejeria de Agricultura Toledo

Instituto Tecnoldgico de Canarias. S.A. Laboratorio de Residuos Agliimes (Las Palmas)
Laboratori Agroalimentari. Generalitat de Catalunya Cabrils (Barcelona)
Laboratorio Agrario y Fitopatoldgico de Galicia Mabegondo (A Corufia)
Laboratorio Agroalimentario de Extremadura Caceres

Laboratorio Agroalimentario de Cérdoba. Junta de Andalucia Cérdoba

Laboratorio Agroalimentario de Granada. Junta de Andalucia Atarfe (Granada)
Laboratorio Agroambiental de Aragén Zaragoza

Laboratorio Agroalimentario y de Sanidad Animal de Murcia Murcia

Laboratorio de pesticidas de Fraisoro (Zizurkil) Zizurkil (Guipuzcoa)
Laboratorio de Produccidn y Sanidad Vegetal de Almeria. Junta de Andalucia Mojonera (Almeria)
Laboratorio de Produccion y Sanidad Vegetal de Jaén. Junta de Andalucia Mengibar (Jaén)
Laboratorio de Sanidad Vegetal de Asturias Oviedo (Asturias)
Servicio Laboratorio y Control de Cantabria Santander
Laboratorio del Servicio de Inspeccién de la Direccion Provincial de Comercio de Almeria Almeria

Laboratorio del Servicio de inspeccidon SOIVRE de Valencia Valencia

Laboratorio del Servicio de Inspeccién SOIVRE. Direccién Territorial de Comercio de Santa Cruz deTenerife |Sta. Cruz de Tenerife
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Accreditation of Spanish laboratories for the analysis of pesticide residues

= Regulation (EU) 2017/625 (Official Control Regulations):

» Article 37: Designation of Official Laboratories

4e. The competent authorities may only designate as an official laboratory a laboratory which opperates in
accordance with the standard EN ISO/IEC 17025 and is accredited in accordance with that standard by a
national accreditation body operating in accordance with Regulation (EC) No 765/2008.

= Spanish National Accreditation Body: Entidad Nacional de Acreditacién (ENAC): www.enac.es

» ENAC is a signatory of all infernational

agreements of the EA (European Co- ER
operation for Accreditation), ILAC E O ol memoeror 1AF.E .
(International Laboratory Accreditation Evidod oo do i EUROPEAN Qi KN

Cooperation) and IAF (International
Accreditation Forum).

» Standard EN ISO/IEC 17025:2017 General requirements for the competence of testing and
calibration laboratories.
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Accreditation of Spanish laboratories for the analysis of pesticide residues:
relevant documents

= Standard EN ISO/IEC 17025:2017 General requirements for the competence of testing and
calibration laboratories.

» CGA-ENAC - LEC Rev. 8 General criteria for the accreditation of testing and calibration
laboratories according to Standard UNE-EN ISO/IEC 17025 (September 2018)

» PAC-ENAC - LEC Rev. 6 Laboratory accreditation procedure (May 2018)
= NT - 03 Rev. 6 ENAC policy on Proficiency Testing (June 2018)

» G-ENAC - 14 Rev. 1 Guide on participation in proficiency tests schemes (September 2008)

» NT - 18 Rev. 1 Testing laboratories: Accreditation for testing categories (June 2004)

= NT - 19 Rev. 3 Testing laboratories: Accreditation for pesticide residue analysis in agrifood
products (June 2011)

» NT - 55 Rev. 2 Reference laboratories in agrifood area: policy on participation in the
accreditation system (March 2018)

» NT - 86 Rev. 2 Test methods: expression and modification of the scope of accreditation in
accredited laboratories according to ISO/IEC 17025 (September 2018)
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https://www.enac.es/documents/7020/b7e24234-daba-4a62-9652-76eb7e96db30
https://www.enac.es/documents/7020/5054bb49-cf0d-4346-b191-61ffcf8521ec
https://www.enac.es/documents/7020/d3b14f16-55ed-424f-b12c-674764c1d8e8
https://www.enac.es/documents/7020/55d344fa-35e1-4320-9cba-307e0f3704a1
https://www.enac.es/documents/7020/9eb9c88c-df77-4f55-bfef-f1cc44161d46
https://www.enac.es/documents/7020/eed330e7-bfef-47c0-b624-817c4589d1db
https://www.enac.es/documents/7020/bcbc1b33-2fa0-47d0-b489-3f3e8329a04f
https://www.enac.es/documents/7020/b14da0db-229e-45b2-bc09-5091a7ff149e
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Accreditation of Spanish laboratories for the analysis of pesticide residues:
scope types

Fixed Fixed FIXED
Fixed Open

Open Fixed FLEXIBLE
Open Open

= General requirements:

» Standard EN ISO/IEC 17025:2017 General
requirements for the competence of testing and
calibration laboratories. FLEXIBLE

» NT - 19 Rev. 3 Testing laboratories: Accreditation SCOPE
for pesticide residue analysis in agrifood products
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Fixed scope: advantages and drawbacks

= Scope of accreditation: simpler management ’@9'

= Analyzing pesticides and/or commodities not included in the scope of accreditation is not
possible (Official Control Programs, private customers). @

» Extension of the scope of accreditation: audit of the accreditation body (ENAC) required

® |ncrease in response time o

» Additional costs gﬁ_
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope: testing categories

8 R

» NT - 18 Rev. 1 Testing laboratories: Accreditation for testing
categories

»NT - 19 Rev. 3 Testing laboratories: Accreditation for
pesticide residue analysis in agrifood products

\_ /
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope: NT-19

» Purpose: o describe ENAC criteria to be taken info account in the evaluation of testing
laboratories requesting flexible accreditation for analysis of pesticide residues in agri-food
products (plant products, food, feedingstuffs, plant material such as leaves, branches, etc.)
as testing categories.

» Also applies to accreditation requests considered as an intermediate situation:
» only commodities

= only pesticides

= The laboratory must have an extensive experience in carrying out a number of specific
analyses sufficiently representative of the category to qualify for this type of flexible scope.

.
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope (NT-19): scope of accreditation

= Technical accreditation annex will include:
» Product to be tested: commodity group(s)
» Test: ‘pesticide residues’ and analytical technique

» Analytical method: Standard Operating Procedure (SOP), according to internal rules of the
laboratory

» Reference to ‘Public List of Tests' (Lista PUblica de Ensayos, LPE)

https://www.enac.es/documents/7020/8a0f5al
3-a3b6-41a4-8919-ceb9c671aad0
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope (NT-19): Public List of Tests (LPE)

» Pyblic document prepared, reviewed and controlled by the laboratory
» Validated or checked commodities and pesticides

» | imit of quantification pesticide/commodity

® |t must be provided by the laboratory to customers who request it

» Systematic update based on the validations and checks made

» Testing procedure and analytical technique

®» As many LPEs as accredited commodity groups

documentos\LPE CNA.pdf
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope (NT-19): Analytical method validation

1. Initial full validation of the analytical method

®» Representative commodities for each commodity group (commodifies more
frequently analyzed).

» VValidaton parameters:
» [ imit of quantification
» |inearity

®» Precision and frueness at different levels which justify the accredited range (including limit
of quantification but not only)

» Specifity/selectivity

» ENAC considers as guidelines requirements from SANTE document
(other reference documents with an equivalent acknowledgement are accepted)

Joint EURL/NRLs (FV-SRM) Pesticide Residue Workshop 2018 28/09/2018
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope (NT-19): Analytical method validation

2. Extension of the scope of the method: new commodities

» Other matrices from the same commodity group included in LPE from a group of
commodities with a full initial validation

» Checking limit of quantification:
®» Recovery

w» |ist of pesticides included in LPE from that group of commodites

3. Extension of the scope of the method: new pesticides

» Need to be validated using the same procedure as the full initial validation
= New pesticide not included in existing Public List of Tests (LPEs)

» Pesticide included in a different LPE from the one corresponding to the requested
commodity

Joint EURL/NRLs (FV-SRM) Pesticide Residue Workshop 2018 28/09/2018
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope (NT-19): Quality control

1. Routine quality control activities
» Fach batch of analyses:
» Extraction control: recovery experiments
» Testing detector response with representative pesticides
(all pesticides must be included throughout the year)
» Other routine control acfivifies:
» Blank control analyses (reagents, samples)

®» [ inearity conftrol

Joint EURL/NRLs (FV-SRM) Pesticide Residue Workshop 2018 28/09/2018
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope (NT-19): Quality control

2. Periodic quality control activities
» Blind samples, replicate samples and/or reference materials
(positive samples must be included: limit of quantification, maximum residue levels)

» Commodities included in LPEs from a LOQ checking (not fully validation) require
special care

» Control frequency depends on the number of samples and on the variety of usual
commodities

Joint EURL/NRLs (FV-SRM) Pesticide Residue Workshop 2018 28/09/2018
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope (NT-19): Quality control

3. Participation in Proficiency Testing
» Official Control Laboratories: EUPTs

» Other Proficiency Testing schemes: when EUPTs are not representative for all
accredited commodity groups (hitps://www.enac.es/documents/7020/8a0f5a13-

a3bé-41a4-8919-ceb9cé71aad0) @

= Not only for usual pesticides and commodities.

Proficiency Tests must include different commodities included in the scope of
accreditation

Quality conftrol results can be used to complete analytical methods validation (On going
validation)

Joint EURL/NRLs (FV-SRM) Pesticide Residue Workshop 2018 28/09/2018


https://www.enac.es/documents/7020/8a0f5a13-a3b6-41a4-8919-ceb9c671aad0

seguridad alimentaria y nutricida

GOBIERNO  MINISTERIO aecosan
s DE ESPANA DE SANIDAD, CONSUMO agencia esparick DE iSh\NA DEAGKIC“.‘I"LMPECR «
Y BIENESTAR SOCIAL e oaasmox

Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope (NT-19): Analyses requests

» The laboratory must report to the client of its competence (LPEs) when an analysis
requests is received.

= The laboratory must contact the client if additional validation are required.

»| Flexible scope implies the laboratory commitment to offer accredited analyses for any
pesticide or commodity included in the technical accreditation annex, even if they are
not included in the Public Lists of Tests (LPEs) when the request is received.

The laboratory must communicate to the client: gﬁ_

1. Additional validation is required.

2. If validation results do not fulfil the requirements, an accredited report will not be
issued.

3. The period of time needed to issue the analysis report will be longer than usual.
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Flexible scope (NT-19): Audits

= Analyses in the presence of the auditor team: commodities and/or pesticides
analyses included in the scope but not previously validated (not included in

LPEs) could be required:
Q

= 15 days in advance g’_

= During the audit:
» Verification of validation results
= Analysis
» Verification of implementation and effectiveness in management control of
LPEs.

Joint EURL/NRLs (FV-SRM) Pesticide Residue Workshop 2018 28/09/2018
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
NT-55: Reference laboratories in agrifood area: policy on participation in
the accreditation system

» ENAC will consider suitable decisions, practices and analytical procedures used by
Official Confrol Laboratories (OfLs) which  follow instructions, guidelines,
recommendations or published documents from NRLs or EURLS

Official Control Natfional Reference European Reference

Labs (OfLs) Labs (NRLs) Labs (EURLs)

S A N T E s s
document =
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Accreditation of Spanish laboratories for the analysis of pesticide residues.
Main difficulties encountered with the accreditation bodies: summary

=» Fixed scope: ®
» Analyzing pesticides/commodities not included in the scope is not allowed g’_
» Fxtension of the scope requires ENAC audit

» PTs different from EUPTs (when not representative)

=» Flexible scope:
» Extensive experience of the lab required EUPT-FV19: 58% (18 of 31)

» Management control of LPEs: hard-working, tfime consuming, personnel required

» PTs different from EUPTs (when not representative)

» | gboratory commitment to offer accredited analyses for any pesticide or
commodity included in the technical accreditation annex (LPEs) when requested
(additional validations): clients/audits

=» Different criteria among auditors (e.g.: SOPs, QCs, extension of the scope, ...)

Joint EURL/NRLs (FV-SRM) Pesticide Residue Workshop 2018 28/09/2018
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Thanks for your aftention!

Juan Garrido Ramalho Jose A. Jiménez Guerrero
Centro Nacional de Alimentacion

Laboratorio Arbitral Agroalimentario
jgarrido@messsi.es

jaiimenez@mapama.es
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