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Review

NAPPO Standardsfor Phytosanitary Measures are subject to periodic review and amendment. The next review
date for this NAPPO standard is 2009. A review of any NAPPO Standard may beinitiated a any time upon
request of a NAPPO member country.

Approval

This standard was gpproved by the North American Plant Protection Organization (NAPPO) Executive
Committee on October 17, 2004, and is effective immediately.

Original Signed by:

Gay Kaivisto Richard Dunkle
Executive Committee Member Executive Committee Member
Canada United States

Jorge Hernandez Baeza
Executive Committee Member
Mexico

Implementation

No Implementation Plans are required as only minor revisons have been made to this sandard.

Amendment Record

Amendmentsto this Standard will be dated and filed with the NAPPO Secretariat. The most recent versionwill
be posted on the NAPPO website at: www.nappo.org/stds_e.htm

Digribution
This standard is digtributed by the Secretariat of the NAPPO within NAPPO, induding Sudtaining Associate

Members and Industry Advisory Groups, to the FAO IPPC Secretariat and to the Administrative Heads of the
Regiond Plant Protection Organizations (RPPOs).
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I ntroduction
Scope

This standard describes the responsibilities of NPPOs and ouitlines criteria for the accreditation of diagnostic
laboratories to perform specific functions in support of phytosanitary testing.

This standard d sodescribes A ccreditationBodies, whichmay act on behdf of the NPPO to deliver the laboratory
accreditation process and the responsibilities of the NPPO when utilizing an Accreditation Body.

References

Glossary of Phytosanitary Terms 2004, ISPM No. 5, FAO, Rome

ISO/IEC Guide 25:1990, Generd Requirements for the Competence of Cdlibration and Testing Laboratories
Glossary of Phytosanitary Terms 2004, RSPM N° 5, NAPPO.

Definitions, Abbreviations, and Acronyms

Accreditation Officia recognition of proficiency resulting in the gpprova and authority to
perform specific tasks or provide specific servicesin full or partia support of
officid obligations. (NAPPO)

Accreditation Body A person or organization who is employed or acts on behaf of a NPPO and
isoffiddly recognized to conduct specific activitiesinan accreditation process.
(NAPPO)

IPPC Internationa Plant Protection Conventionas deposited with the FAO inRome
in 1951 and as subsequently amended (FAO)

SO Abbreviation for the International Organization for Standardization

Laboratory A public or private facility that caibrates, tests, identifies or conducts

diagnoses. (NAPPO)

National Plant Protection Officid serviceestablished by agovernment to discharge the functions specified
Organization (NPPO) by the IPPC. (FAO)

Officid Edablished, authorized or performed by a Nationa Plant Protection
Organization (FAO)
Pest Any species, strain or biotype of plant, anima or pathogenic agent injurious to
plants or plant products (FAO)
RSPM No. 9
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Qudity management All activities of the overdl management function that determine the quality
policy, objectives, and respongbilities and implement them by means such as
quality planning, qudity control, quality assurance and quality improvement
within the qudity system. (1SO) 8402:1994.

Quadlity sysem Organizationd structure, procedures, processes and resources needed to
implement quality management. (1SO 8402:1994)

Test Officid examination, other than visud, to determine if pests are present or to
identify pests. (FAO)

Outline of Requirements

NAPPO views regional and international agreement on standards for accreditation as fundamentd to the
international harmonization of phytosanitary measures and systems. Nationa Plant Protection Organizations
(NPPOs) may, by accrediting trade personnel, organizations, fadilitiesand processesassoci ated withphytosanitary
testing, enhance their ability to protect plant resources and facilitate trade. Accreditation recognizes cons stent
levels of competency and confers specific authority.

When accrediting laboratoriesfor phytosanitary testing, the NPPO must have the appropriate authority and carry
out its respongibilities to implement and maintain the accreditation program. Laboratories have obligations with
respect to applications, personnel training, and quality assurance to become and remainaccredited. Accreditation
agreements set out the responsihilities for both the NPPO and the laboratory.

1 General Requirements
1.1  Nationd Plant Protection Organization (NPPO)

The NPPO must take appropriate measures to ensure the integrity of their programs. The NPPO must
be able to provide the information and resourcesto implement and maintain the laboratory accreditation

program.

1.1.1 Authority
The NPPO must have the authority to oversee accredited fadilitiesproviding diagnostic services
in support of phytosanitary testing. The NPPO may enter into agreements with Accreditation
Bodies, suchas nationd accrediting bodies, for the ddivery of accreditationservices. (see Section
2, Requirements for Accreditation Bodies) The NPPO may enter into agreements with public or
private laboratories for the ddivery of diagnostic services in support of phytosanitary testing.

The NPPO must have the authority to suspend or revoke the phytosanitary testing privileges of
alaboratory that does not comply with NPPO standards.

1.1.2 Responghility

RSPM No. 9
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13

14

15

16

The NPPO must monitor or ensure, through their requirements, the regular monitoring of work
that accredited |aboratories perform on behdf of the NPPO.

Applicant Laboratory

In order to be accredited, laboratories must complete and 9gn an application form, have adequately
trained personnd, suiteble fadilities and equipment, meet al applicable specific and generd NPPO
requirements and possess a vdid cetificate of accreditation, or other officid notification, from the
accrediting NPPO. Applicant |aboratories must meet the requirements of section 1.6 and their personne
must meet the requirements of section 1.5.

Application

1.3.1 Applications for accreditation are approved by the NPPO. Criteria for accreditation must be
available to the applicant |aboratory and al criteria must be met before accreditation is granted.

1.3.2 An application must be completed, signed and submitted to the NPPO by the most senior level
of management with direct authority of the [aboratory seeking accreditation.

Fecilities

Accredited laboratory fadilitiesmugt be approved by the NPPO, and adhere to standards established by
the NPPO. A comprehensive initid on-sitevist and subsequent monitoringvisitsto accredited |aboratories
are required to ensure that NPPO standards are met.

Personnd

151 Traning and quaifications of personnd of the laboratory seeking accreditation must conform to
the standards specified by the NPPO and be appropriate for the work to be performed. The
NPPO may conduct evaduations and/or provide test-specific training to ensure that personnel can
perform to required standards.

1.5.2 Management personnd and laboratory staff who are accountable for testing or other andytica
or identification procedures must be identified. The sgnatures of the accountable staff must be
kept onfileand be available to the NPPO upon request. The NPPO must be promptly informed
of changesin such personnd

Qudity Sysem

The accrediting NPPO must ensure that a qudity system isin place for itsdf to ensure the vaidity of its
accreditation system and the rdiability of results fromaccredited laboratories. The applicant laboratory
will dso have aqudity system in place to ensure the vaidity and rdliability of results. This sysem may be
based on ISO/IEC Guide 17025:2000 - Guidelines for the Competence of Calibration and Testing
Laboratories.

RSPM No. 9
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161

16.2

1.6.3

164

165

1.6.6

16.7

The NPPO reserves the right to perform audits and proficiency monitoring, a any time, within
its area of jurisdiction, to verify that accredited laboratories continue to meet NPPO standards
of performance.

The NPPO must monitor, onaregular basis, the competenceof accredited |aboratories by means
of audits, proficiency testing, check samples, or other suitable means.

The laboratory mug have a qudity manud. Personnd mugt follow al policies and procedures
required by the quaity manua and the laboratory quadity system.

The laboratory must perform dl proficiency testing, check samples, or other competence testing
required by the NPPO. The laboratory must submit results from such testing as specified by the
NPPO.

The laboratory mugt utilize officid methods of analyseswhichare documented and approved by
the NPPO.

If subcontracting is dlowed by the NPPO, subcontractors to accredited laboratories must aso
be accredited by the NPPO to ensure adherence to requisite standards.

The cdlibration and monitoring of equipment must be documented and conform to prescribed
standards. Cdlibration and equipment mai ntenance records must be made availableto the NPPO
upon request. Verified discrepancies or incomplete records may result in the suspension
(temporary removal of phytosanitarytesting privilegesof the accredited [aboratory) by the NPPO
or revocation of phytosanitary testing privileges.

1.7  Accreditation Agreement

171

172

1.7.3

Accreditation agreementsdescribein detail the rights and obligations of both the NPPO and the
accredited laboratory. Accreditation agreements must be enforceable by the NPPO.

Accredited laboratories shdl be issued a certificate of accreditationor equivdent. This certificate
and/or accompanying documentation will clearly identify the termsand  conditions under which
the accredited |ab may perform phytosanitary testing on bendf of the NPPO. Terms and
conditions must include specific commodities and the tests which must be employed by the
accredited laboratory to test these commodities.

A certificate of accreditation will be renewed on a regular basis. Renewd is contingent upon
satisfactory performance as determined by the NPPO. Accreditation shdl be renewed at |east
every three years.

1.8 Records

RSPM No. 9
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1.8.1 NPPO documentation relating to the accreditation process must be available to other NPPO’ s
upon request.

1.8.2 Accredited Laboratories must provide test specific documentation to the NPPO. This
documentation mugt indicate dl tests performed on behdf of the NPPO.

1.8.3 Laboratory personnel conducting tests or andyses mugt Sgncompl eted test-specific workshests.
Laboratory results must be duly authorized by personnel approved by the NPPO prior to release
to the NPPO.

1.8.4 Laboratory records are subject to periodic examination or audit without prior notice, as
determined by the NPPO. Sample submission forms, worksheets and records of test results
induding dl origind observations must be kept on file in such a way as to ensure integrity and
traceability of phytosanitary test data by the accredited lab for the period required by the NPPO.

19 Withdrawal

The agreement betweenthe NPPO and the A ccreditation Body must incdude obligations to be carried out
in the event the agreement between NPPO and Accreditation Body is voluntarily terminated.

1.10 Suspension and Revocation

L aboratoriesthat do not meet NPPO standards may have ther phytosanitary testing privileges suspended
or revoked. The NPPO must specify procedures and criteria for suspenson or revocation of
phytosanitary testing privilegesand accreditationas well asthe conditions under which accreditation may
be reingtated and phytosanitary testing resumed.

2. Requirementsfor Accreditation Bodies
Outline of Requirements

NAPPO recognizes the desire or need of NPPOSsto utilize the services of independent persons or organizetions
to deliver some of the accreditation activities associated withaccredited |aboratories. Accreditation Bodies may
act on behdf of the NPPO to ddiver specific functionsin the lab accreditation process that are specified by the
NPPO. Accreditation Bodiesmay deliver the laboratory accreditation process in whole or in part, as determined
by the NPPO.

General Requirements

2.1  Accreditation Bodies
An Accreditation Body a person or organization who is employed or acts on behaf of a NPPO and is
officidly recognized to conduct specific activities in an accreditation process.

RSPM No. 9
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The Accreditation Body may be a government or non-government entity.

2.2  Responghilities

221

222

2.2.3

224

2.2.5

2.2.6
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Responghilities of the NPPO

The NPPO mug clearly detall the activities to be conducted by the Accreditation Body. The
NPPO will aso detall the respongibilities of the Accreditation Body and the officid relationship
between NPPO and Accreditation Body.

The NPPO mug audit the functions carried out by the Accreditation Body to ensure that the
delegated elements of the laboratory accreditation are carried ouit.

Respongibilities of the Accreditation Body
The Accreditation Body will carry out the functions specified by the NPPO.

The Accreditation Body will be able to provide evidence of ddivery of the specified functionsin
accordance with the NPPO requirements.

The Accreditation Body will be able to demonstrate that the specified elements of |aboratory
accreditation are being delivered in conformance with the laboratory accreditation agreement.

The Accreditation Body will have aqudity syssemwhichwill ensure the viahility and rdiability of
the oversight of the laboratory accreditation process.

Personnel
AccreditationBody gaff overseeing the accreditati on of laboratoriesmust have education, traning
and experience relevant to the function(s) specified by the NPPO.

Records

The Accreditation Body must mantain records to demonstratethat the specified task(s) have been
completed. This indudes the functions of the Accreditation Body and the demonstration of
compliance of the accredited laboratory.

Withdrawa
The agreement between the NPPO and the Accreditation Body must include obligations to be
carried out in the event the agreement between NPPO and Accreditation Body is voluntarily
terminated.

Suspension and Revocation

Accreditation Bodies that do not meet NPPO standards may have their accreditation privileges
suspended or revoked. The NPPO mugt specify procedures and criteria for suspension or
revocation of accreditation, as wel as the conditions under which the Accreditation Body's
accreditation may be reingtated and accreditation activities resumed.
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