EPPO Workshop on Quality Assurance Holte, DK, 2007-12-04/06

PLANT PROTECTION SERVICE
laboratory experience with ISO 9001:2000 Quality
management systems.
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INTRODUCTION

The Phytopathological laboratory of the Lombardia Region Plant Protection Service started its activit  y at the beginning of 2003. The main J‘
institutional task is to give analytic and diagnost Inspectors; the laboratory verify the absence of r  egulated
pests on plants and products in import and export. Other customers of the laboratory are private firms , nurseries, farms, public
institutions and citizens that need diagnosis and i nformation on plant disease. The Laboratory carries on analysis for the identifi cation of
bacteria, fungi, virus, phytoplasmas , insects, mites and nematodes, following where ava ilable official protocol, and it has contact for th e
validation of the results with national and foreign University and scientific institutions dealing in p lant pest.

The Quality management system of the laboratory ha s been developed according the Standard ISO 9001:20 00, with the aim to implement
and to improve the processes that are important to assure the customer reliable and unequivocal result s. This system is going to be
completely set at the last of 2007. The aim forthe  future is to improve the system towards the ISOS  tandard 17025 requirements.
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QUALITY POLICY AND OBJECTIVES
The Phytopathological laboratory has the aim to reach a reference role in research a
scientific and technical support in the phytosanita ry field.
The laboratory apply where available official proto  cols to:
- give analytic and diagnostic support concerning plant regu
official measures

- give analytic and diagnostic support to public and

nd diagnosis of plant pest and disease, by improving continu ously its own activities to give

lated pests which are object of survey and control, activity done by the phytosanitary inspectors according to the

private customers (analysis subject to payment on non-regulated pest).

ORGANIZATION QUALITY MANAGEMENT SYSTEM PROCESS

Plant Protection Service
Director

Requirements from Regione Lombardia government

Top management
Director of the Laboratory Establishing and ensuring the quality policyand organization

objectives

Planning human, financial, technological resources

‘ Purchase department |

— Technical department |

Monitoring on performance of the quality management system
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Customer management

Competence, awareness and training of human resources

‘ sampling H Nematology H Entomology H Bacterilogy H Micology ‘ Virology and molecular biology

TESTING PROCESS

CONTRACT WITH THE CUSTOMER
Procedure of management of customer

Management of equipement, reference materials and reagent
store

Development and validation of testing methods

‘ Control of testing methods and data

Control of records and record book of samples, management of
audit, NC, CA, PA, monitoring data
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‘ Management of purchase orders and suppliers

SAMPLE RECEPTION, VERIFICATION AND
ACCEPTANCE OF THE SAMPLES WITH
ACCOMPANYING DOCUMENTATION
Procedure of management of customer-
Procedure of acceptance and samples

conservation

ofi and

n senvice,
management of waste

Customer
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SAMPLES REGISTRATION AND LABELLING
Procedure of acceptance and samples
conservation

I
Red: main process

Yellow: internal support process
Grey: external support process

Green: external support process
PRELIMINAR EXAMINATION AND ASSIGNMENT White: process wich involves the laboratory
Procedure of acceptance and samples Blue: customer process

conservation

QUALITY SYSTEM DOCUMENTATION

The documentation consists of procedures required b
specific procedures to manage the main and support
process such as: sample check-in and storage, custo
recording data and results; management of staff, pu

y I1SO standard and
steps of the testing
mer management,
rchasing services

SAMPLE CONSERVATION AND PRELIMINARY
TREATMENT
Procedure of acceptance and samples
conservation

CLOSING THE PROCESS
CHECK THE RESULTS
Testing methods
Procedure of the management of the test
activities
Procedure for the management of the results

APPROVAL OF THE RESULT, TEST REPORT
Procedure of management of the testing results

Procedure of the management of the test
activities
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- International standard 1SO 9001:2000 Quality management systems requirements.
- European standard EN ISO/IEC 17025 General requirements for the competence of testing and calibration laboratories (ISO/IEC 17025:2005).
- EPPO STANDARDS PM 7 Diagnostic protocols for regulated pests.
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SAMPLE TESTING and supplies, reagent store, equipment, informatio  n system.
Reference testing methods, Operative instruction The system is already developed in order to satisfy the general
on technical application requirements for the I1SO Standard 17025, in particu lar regarding the
Procedure ofthe;nz:iciz:?emem of the test procedures for the management of reference sample a nd material,
cuvites development of test methods and organize an interlab  oratory test.

Specific instructions for calibration, use and main
are present. Sampling protocols and test methods ar e selected between
those included in international and national legisl ative decree (e.g.
Erwinia amylovora , Ralstonia solanacearum) and standard methods
published by reputable technical organizations (e.g EPPO, ISTA,
DIAGPRO etc.). Some of the principle tests apply to regulated pest

detection and identification:  Ceratocystis fimbriata fs platani, Plum pox
virus, Apple proliferation , Candidatus phytoplasma vitis, Phytophthora
ramorum , Erwinia amylovora , TSWV, Xanthomonas arboricola pv pruni

tenance of equipment

FILING OF DATA AND RESULTS Aphelenchoides  besseyi, Xiphinema index, X. diversicauda  tum,
CONSERVATION AND SAMPLE ELIMINATION Bursaphelenchus  xylophilus, Diptera Agromyzidae, Dryoco smus
Procedure of management of the testing results kuriphilus, Diabrotica virgifera. The detection methods in use are

traditional methods such as micro-morphological ide ntification, isolation
on selective media, immunofluorescence staining, EL ISA and more
advanced techincs: PCR, RT-PCR, RFLP and real time  PCR.



