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Purpose

This guidance documenthas been prepared to assist laboratories to meetthe requirements ofthe MPI
Laboratory Specifications Notice.

The Notice comprises the legal requirements and should be read and referred to in the first instance.

The guidance provided in this documentassists laboratories to undertake the process of application for
recognition, assessment, test methods and test results for regulatory testing including official
assurances. Compliance with this documentwill assistlaboratories to meetthe requirements specified
in the Notice.

Background

This guidance documenthas been developed by the Ministry for PrimaryIndustries (MPI) and the
laboratories who perform or carry out tests, associated with live animals, animal material oranimal
products, or the processing ofanimal material or animal products, under the Animal Products Act 1999
(APA).

MPI through the APA, aims to facilitate the entry of animal products etc. into overseas markets by
providing the controls and mechanisms needed to give and safeguard official assurances forentry into
those markets. Most importing countries require official assurances to provide confidence thattheir
importrequirements have been met. The claims made on official assurances mustbe substantiated in
orderto maintain the integrity of NZ as a trading partner and reputation as a competentauthority.
These assurances are provided by MPI Verification Services.

Previously three separate laboratory programmes existed underthe APA. These were:

a) Laboratorieswhich testdairy material and dairy products;

b)  Laboratory Approval Scheme (LAS); and

c) Export Laboratory Programme: Requirements for Laboratories and Persons Conducting the
Testing ofLive Animals and Germplasm for Export (ELP).

A new Notice was developed that combined, simplified and improved clarityof the core requirements
for laboratories into one document, and focussed on achieving outcomes to ensure that laboratories
competentlyperform tests. Consequently, this Guidance Documentfor Laboratory Specifications was
developed to replace the existing guidance documents for the previous programmes and align itwith
the new Notice.

Also as part of the process, a new Consolidated Listof T ests for Animal Products: dairy; meat, poultry,
honey, seafood; live animals and germplasmwas developed.

The Notice underpins the APA and not all interpretations and requirements are repeated in the Notice.
However, some details of the Act are included in this Guidance for explanatorypurposese.g. a
definition for Director-General.

There are some instances where the requirements of ISO/IEC 17025 are included in the Notice and
hence in this guidance document. Thisis to ensure that those laboratories that have limited recognition
still meetmostof the requirements of ISO/IEC 17025. Nevertheless this Guidance does notrepeat
information contained in other documents e.g. IANZ Specified Criteria.

Ministry for Primary Industries Page 3of 19


http://www.foodsafety.govt.nz/industry/sectors/dairy/monitoring-testing/laboratories/
http://www.foodsafety.govt.nz/industry/general/labs-recognised-persons-agencies/las.htm
http://www.biosecurity.govt.nz/files/regs/exports/animals/elp-requirements.pdf
http://www.biosecurity.govt.nz/files/regs/exports/animals/elp-requirements.pdf

Guidance Document: Laboratory Specificaions
Draft for Consultation 1

This documenthas been written to match the clauses ofthe Notice and:

Contentthat is enclosedin a text box are the relevant legal requirements quoted from the Laboratory
Specifications Notice

The administration for each of the laboratoryprogrammes will still continue bythe three existing MPI
teamsbuta common email inbox is available for the Recognised Laboratory Programme:

RLP@mpi.govt.nz

Note: Requirementsin the Notice for testing live animals and germplasm does notapplyto export
testing in the following situations:

a) Where the test is carried outon the animalitself; or
b)  Surweillance testing that is conducted on populations to determine the disease status of those
populations.
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Guidance on requirements

Incorporation of material by reference

Incorporation by reference means thatthe material referred to (e.g. documents published elsewhere
and not attached to the Notice) are part of the requirements ofthe Notice e.g. ISO/IEC 17025, MPI
Consolidated Listof T ests.

Definitions

Refer to the Notice, clause 1.2 ‘Definitions’ for those definitions related to the Notice only.
In this guidance document, these are additional definitions for clarification:

closed out means the corrective action fora non-compliance(s) identified in an assessmentor audit
has been verified as successfullycompleted.

competence means a demonstrated abilityto apply a person’s knowledge and skills.

conflict ofinterest means where the duties or responsibilities of a person could be improperly
affected by some other interest or duty the person may have.

Director-General means the ChiefExecutive of the Ministry for Primary Industries (MPI) and the
Director-General delegates powers given under the Notice e.g. the recognition ofa laboratory is issued
by the Manager Approvals Operations.

germplasm means semen,embryos and ova of animals.

IANZ means International Accreditation New Zealand, an accreditation bodywho accreditlaboratories
to ISO/IEC 17025.

Notice means the current Animal Products Specifications for Laboratories Notice.

official assurance means a general statementissued to a foreign government (or its agent) attesting
that certain conditions apply. Only authorised persons canissue an official assurance.

OMAR means Overseas Market Access Requirementor Export Requirement. OMARs are legal
documentsissued byMPI (Section 60 APA) and are negotiated with the importing country.

sample matrixmeans the components ofa sample otherthan the analyte of interest. The matrixcan
have a considerable effecton the way the analysis is conducted and the quality and accuracyof the
results obtained e.g. different species fora disease test.

technical expertor assessor means anindependentexpertin their field that can be used as an
assessor by IANZ for laboratory assessments.

test listmeans the Consolidated Listof T ests for Animal Products published by MPI. T hislistof tests
provides guidance on whatregulatorytest(s) MPI expects to need to ask laboratories to perform, and
for which laboratories will need to be recognised byMPI. It is located at: www.mpi.govt.nz
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Guidance for laboratory requirements

Laboratory recognition

Laboratory Specification Notice clause 2.2

Laboratories carrying outor intending to carry out regulatory testing including for official assurances
need to be recognised byMPI. Regulatorytests are inlegal documents produced byMPI e.g. notices,
specifications, OMARSs, etc. and have been summarised in the Consolidated Listof T ests.

Application for recognition:

a) alaboratoryapplying for recognition, including amendment (to their scope of recognition)
application, needs tofill out the Recognised LaboratoryApplication Form AP18 located on the
MPI website: www.mpi.govt.nz. This application form needs to be sent to MPI using the email
address given on the form;

b) laboratories need to apply for recognition under the Notice, following a successful IANZ
assessment, to transition to the new Notice requirements;

c) the application forrecognition (excluding applications for Limited Recognition) needs to clearly
indicate which test(s) are required by the laboratory by including a copyof the Consolidated List
of Tests, or the relevant section of this list, clearlyindicating which tests the laboratory will be
carrying out. MPIwill then provide proof of recognition in writing and may include specific
conditions e.g. regular reporting requirements;

Laboratory recognition s valid for 3.5 years and should be renewed before the expiry date using this
same form (AP18). Thusthe renewal frequencyshould align following the IANZ triennial re-
assessments. Renewals:

a) willensure all details are kept up to date with MPI (web listings) and provide an opportunity to
review the recognised laboratory's details;

b) itis the laboratory's responsibilityto ensure that their re-application is received by MPI no later
than 1 month priorto the expiry date. MPI will endeavourto send out a reminder 1 month priorto
the recognition expiryto prevent any delay or gapsin recognition;

c) tumn-around time will be 20 working days for new or amendmentapplicationsand 10 working
days for renewals.

A laboratory needs to apply to MPI using an AP18 form to amend or remove any conditions relating to
recognition (referto clause 2.3(1)(d) of the Notice) including:

a) avariation to the range of tests or disciplines:

i) MPImayrequire that any new test be accredited by IANZ first;
i)  amendmentsalsoinclude the situation where a test is removed from the laboratory's
scope of tests;

b) achangetothe QualityManagerorKTP.

A laboratory's recognition will be suspended ifthe laboratoryhas failed to pay an ongoing recognition
fee, charge, or lewy within 30 days after the date onwhichit was due (Section 112J APA) or if it has
not metany of the other specific conditions.

If MP!I refuses to grant recognition, or suspends or withdraws the recognition, the laboratory will be
notified, along with the reasons. T he laboratorywill be given a reasonable opportunityto make written
or oral submissions prior to a final decision being made (Section 109, 112L, 112P APA).

A recognised laboratorymay use a phrase for communication for purposes such as endorsing a test
report or on a letterhead e.g. “Recognised bythe Director-General ofthe Ministryfor Primary Industries
to provide [state the disciplines/tests ofrecognition as appropriate]’.
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Note: MPI publishes alist of recognised laboratories, which includes associated tests and KT Ps.
These are located at: www.mpi.gowt.nz.

2.2 Exceptional circumstances and waivers

Laboratory Specification Notice clause 2.2
(1)  Examples of exceptional circumstances where recognition maybe waived are:

a) non-accredited testsat a recognised laboratory (where tests cannotbe accredited for various
reasonse.g. tests on rare animal species thatcannotbe validated);

b)  anon-recognised laboratorynominated bythe Director-General operating to a standard
equivalentto the requirements ofthe Notice to conducttests that cannotbe undertaken at any
currentrecognised laboratories;

c) arecognisedlaboratorynominated bythe Director-General to subcontracttests that cannotbe
undertaken at any currentrecognised laboratories within New Zealand, to a non-recognised
laboratory.

(2)  Circumstancesinwhich awaivermay apply will be determined bythe DG:

a) the DG will notify non-recognised laboratories of their suitability to conducttesting;
b) the DG will notify a recognised laboratoryof their nomination to subcontracttests to a non-
recognised laboratory.

2.2 Laboratories mustbe recognised

(1) Alaboratory performing a test as defined under clause 1.2 of this Notice mustbe recognised
as a laboratory under section 101 of the Act prior to performing any test.

(2)  The Director-General maygrantrecognition to a laboratory under section 101 of the Act if the
laboratory complies with either the requirements of clause 2.3 or clause 2.4 of this Notice.

(3)  Notwithstanding subclause (1) and (2), under exceptional circumstances the Director-General
may, by notice to the laboratory, waive the requirementfora laboratory to be recognised if

satisfied that—
a) the laboratoryoperatesto a standard equivalentto the requirements setout in this
Notice;and

b) itis notpracticable torequire such alaboratory to be recognised.
(4)  The Director-General may, by notice to the laboratory, revoke the waiver if satisfied that—

a) the laboratoryno longeroperatesto a standard equivalentto the requirements set outin
this Notice; or
b) thatitis practicable to require such alaboratory to be recognised.

2.3 General requirements for recognition

Laboratory Specifications Notice clause 2.3
(1) Arecognised laboratoryneeds to:
a) beaccredited to ISO/IEC 17025 for each regulatorytest(s) unless:

i) itis a research or reference laboratorynot accredited to ISO/IEC 17025; or
ii)  the laboratory qualifies for limited recognition (referto 2.4 of the Notice);

b)  provide evidence to MPlof a successful assessmentconducted bylANZ. A copy of the
assessmentreportfrom IANZ, including closed outcorrective actions, needs to be supplied with
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the MPI Recognised Laboratory Application form AP18. IANZ assessmentreports will also need
to be submitted with each subsequentrenewal application;

c) submitany otherinformation requested by MPl e.g. ILCP results, efc;

d) make paymentof anyfees and chargesrequired underthe Act, (refer Recognised Laboratory
Application Form AP18). Fees and charges are set by regulation and are subjectto change (e.g.
amendments were made in 2015) — refer to the current Animal Products (Fees, Charges, and
Levies) Regulations.

e) appointa Quality Managerto be identified as the primary contactfor MPI (Recognised
Laboratory Application Form AP18). The QualityManager mayalso be an appointed KT P and
will have an overall responsibilityfor:

i) oversight of compliance to the Notice and ISO/IEC 17025;
i)  beingthe contactpointbetween the recognised laboratoryand MPI;

f)  have KTP(s)appointed by senior laboratorymanagement.

Note: A description for KT P responsibilities can be found in IANZ Specified Criteria.

2.3 General requirements for recognition of laboratories

(1) The Director-General maygrantrecognition to a laboratory to perform tests under section 101
of the Act if the Director-General is satisfied that the laboratory—

a) isaccreditedto ISO/IEC 17025 by an accreditation bodyin accordance with ISO/IEC
17011;0r

b) isa researchlaboratoryor reference laboratorywhose functionsinclude calibration,
quality assurance and specific testing parameters and thatis not accredited to ISO/IEC
17025 for all tests conducted; and

c) meetsany other technical requirements as specified by the Director-General under the
Act, this Notice, or by Regulations, Notices, Specifications or in Directions made or
issued underthe Act; and

d) has suitable facilities, equipment, procedures, materials and staff to ensure that all
testing and other required functions are carried outproperly and competentlyat all
times;and

e) makespaymentof anyfees and chargesrequired by the Act or by Regulations made
underthe Act: and

f)  hasappointed a Quality Manager.

2.4 Limited recognition

Laboratory Specifications Notice clause 2.4
(1) Circumstances forlimited recognition include:

a) Anew test notalreadycovered by a laboratory scope of recognition; and
b)  whererecognitionisneeded before the next IANZ assessment.

(2)  MPIwillassess anapplication (Recognised LaboratoryApplication Form AP18) for limited recognition:
(3) Al KTP(s)appointed by the laboratory will need to be included in the application;

(4)  MPIwillnotify the recognised laboratoryifthe scope of recognition has been extended to coverthe
test(s). Thetest(s) canthen be conducted.

(5)  Any laboratory granted limited recognition needs to be in full compliance with the Notice as soon as
practicable. The laboratorywould be expected to indicate when they could achieve ‘full’ recognition.
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2.4 Requirements for limited recognition of laboratories

(1) Ifthe Director-General considers thaturgentcircumstances have arisen that require a
laboratory to be able to carry out certain tests and the laboratory does not meetall the
requirements of clause 2.3 of this Notice, the Director-General maygrant recognition to the
laboratory for a specified test under section 101 of the Act if —

a) thelaboratoryis currentlyaccredited to ISO/IEC 17025 for at least one other test of a
similar discipline;and

b)  wherea KTPis required for the specified test, the laboratory has appointed one ormore
KT Psfor the test; and

c) the Director-General specifies a period during which the recognition applies; and

d) the laboratory makes paymentof any fees and charges required by the Act or by
Regulations made underthe Act; and

e) appointsa QualityManager.

(2)  Any laboratory granted recognition under this clause to conduct specified tests must as soon
as practicable be in full compliance with all requirements for those specified tests under
clause 2.3(1) of this Notice.

2.5 Changes to recognition

Laboratory Specifications Notice clause 2.5

(1) As soon as practical,alaboratoryneeds to report to MPl any significant changes thatmay affect its
recognition e.g.a changein:

a) QualityManager

b) KTPe.g.eitheranewKTPoraKTPhasleft (checkdiscipline is still covered)

c) premisese.g.changeinlocation

d) faciliiese.g. renovations

e) tests conducted ordiscipline e.g.additional tests, removal of tests from accreditation scope

(2)  Alaboratory needsto reportto MPI anyissues/events related to or leading to critical non-compliances:

a) customercomplaint
b) internalassessmentfindings
c) internal managementreview findings.

Note: Significantchanges should be emailed to MPI.

Note: Issues relating or leading to critical non-compliances from complaints and internal reporting
should be reported to MPI for continued oversight.

Refer to clause 2.14.

2.5 Changes to laboratory recognition

(1) Arecognised laboratorymustensure that no significantchanges are made to the Quality
Manager,aKTP, premises, equipment, facilities, or to its discipline(s) unless —

a) the Director General has beeninformed ofthe change as soon as practicable;and
b) the changeiscarried outin a mannerthatensures that the integrity of analytical testing
is maintained.

(2)  Ifarecognised laboratoryinforms the Director-General of any significantchange described in
subclause (1), the Director-General must, where appropriate, record the change in the
register of recognised laboratories.
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2.6 Systems and facility requirements

Laboratory Specifications Notice clause 2.6

(1) Laboratory personnel are expected to have accesstorelevant currentdocuments. This maybe in the
form of hard or electronic copies e.g.internetaccess to NZ’s legislation website using a favourite or
bookmark.

(2)  Laboratories will be expected to keep currentwith changes asneeded. MPlhas a web site
subscription facilityfor updates to information for various categories.

(3)  Understanding ofthe relevant industry practicesisimportantfora laboratory, e.g. KT P or Quality
Manager, to be able to reactto test results that may be out of normal range to the customer (client).
The laboratorywould be expected to alert the customerurgentlyby e.g. phone or text as agreed with
the customer, (rather than wait for the issuing of a test report) in case it was a significantresult.

(4)  Incasesof non-negative results from test(s) to demonstrate absence ofexotic pathogens, MPIshould
be notified using the exotic pests/diseases hotline (0800 80 99 66). Where potential issues with live
animal and germplasmtesting are likely to compromise the integrity of export certification, the
recognised laboratoryshould notify the Animal Exports team within 48 hours of the event.

2.6 Systems and facility requirements of recognised laboratories

(1) Arecognised laboratorymustestablish, documentand maintain systems and procedures that
complywith the Act, and any associated Regulations, Notices, Specifications and Directions
made orissued underthe Act, and any conditionsimposed on the laboratory's recognition by
the Director-General in accordance with section 111 ofthe Act.

(2)  Ifthe Director-General hasissued the laboratory with one or more Notices of recognition, the
laboratory mustensure that each such Notice is available upon request.

(3)  Arecognised laboratorymustcomplywith all directions from the Director-General issued
underthe Act and which relate to the functions or activities for which the laboratoryis
recognised.

(4)  The Director-General mayrequire a recognised laboratoryto participate in a specified ILCP
where the laboratory conducts tests specified by the Director-General.

(5)  Indecidingwhethertoimpose arequirementunder subclause (4), the Director-General must
consider the following matters:

a) Theneedto ensure that an ongoing and consistentstandard of laboratoryperformance
is maintained byall recognised laboratories conducting tests with public health
significance or high levels of marketaccess sensitivity, and

b)  Theneedto enable analysisand comparison byMPI of laboratory testing of animal
material and animal products concerned to underpin the developmentof new MPI
strategies to improve risk managementforkey tests.

(6)  Arecognised laboratorythatis subjectto a requirementunder subclause (4) mustcomply
with that requirement.

(7)  Arecognised laboratorymustensure that its employees and contractors performing testing
and other relevant functions and activities, have accessto -

a) anup-to-date version of the Act, relevant Regulations and Notices, ISO/IEC 17025, and
all other relevant documents; and
b) the laboratory's own systems and procedures and appropriate records and databases.

(8)  Arecognisedlaboratorymustensure that its employees and contractors performing testing
and other relevant functions and activities are able to demonstrate sound knowledge ofthe
relevantindustry practices.

Ministry for Primary Industries Page 10 of 19


tel:0800809966

Guidance Document: Laboratory Specificaions

Draft for Consultation 1

2.7

(1)

2.8

Subcontracting

Laboratory Specifications Notice clause 2.7

If there is a need to subcontractoutspecific test/s, the original recognised laboratoryshould inform the
customerand make them aware that it was done under the original laboratory's responsibility. T his will
give guarantee to the customers and importing countries of the traceabilityof test results. Refer to
ISO/IEC 17025 requirements and IANZ Specified Criteria.

Where the original recognised laboratoryhas subcontracted outa test to another recognised laboratory
and the original laboratorydoes not have a KT P for that test, the original laboratoryshould include a
copy of the subcontracted laboratorytest report OR embedded electronicallyto the original laboratory
final report, clearlyshowing the subcontracted laboratoryresults to the customer.

Where the original recognised laboratoryhas subcontracted outa test to anotherrecognised laboratory
(e.g. due to heavy workload) and the original laboratoryis recognised for that test, the original
laboratory caninclude the test result(s) from the subcontracted laboratoryin theirreport, and issue a
test report to the customer —see reporting of subcontracted results in ISO/IEC 17025 and Procedures
and Conditions for Accreditation (IANZ).

The original laboratoryneeds to reportany issues it becomes aware ofthat may affect the test results
—refer 2.13 of the Notice.

Where a particulartest(s) is unable to be carried outin NZ, the original recognised laboratory is
expected to use an overseas laboratory that operates undera system of approval, e.g. NATA, as
permitted by MPI. The laboratoryneeds to contact MPIfor further assistance.

2.7 Subcontracting
(1) Testsmaybe subcontracted:

a) toanotherrecognised laboratorythatis recognised for conducting the tests concerned
under clause 2.2(2) of this Notice, or to a laboratory that is exemptfrom recognition
under clause 2.2(3) of this Notice; or

b) to anon-recognised laboratorywhen circumstances arise where testing cannotbe
conducted byany currentrecognised laboratoryand the Director-General approves the
carrying out of tests by a non-recognised laboratory.

(2)  Before approving the carrying out of tests by a non-recognised laboratorythe Director-
General mustbe satisfied that:

a) the approval relates to specific testing; and
b) the laboratory can demonstrate competence ofits systems and staff, and the reliability
of test results.

Requirements for qualified personnel

Laboratory Specification Notice clause 2.8

MPI needs to be informed of the details of the KT Ps appointed by the laboratory during the application
process. MPI also needs to be informed of any changes to KT Ps (refer 2.5 of the Notice) as soon as
practicable atothertimes. In this case you will need to apply for an amendmentto your recognition
using the AP18 form.
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2.9 Specified sampling criteria

Laboratory Specifications Notice clause 2.8.1

Where sampling is undertaken by the laboratory, e.g. NMD samplers, the criteria or requirements will
be described in the appropriate legal documente.g.a notice, OMAR, etc.

Where sampling is the responsibilityof the laboratory as in subclause (1), the laboratory needs to
assess their samplers and sampling programme e.g. by internal audit. IANZ will assess the
laboratory's processes and approval of sample takers.

2.8 Requirements of arecognised laboratory for qualified personnel

(1) Eachrecognised laboratorymusthave personnel with expertise in the disciplines covered by
the laboratory accreditation.

(2)  Foreachtest for which the laboratory is recognised the laboratorymust have at least one
KTPwho-

a) has arelevant tertiary qualification; or

b) meetsthe criteria specified by the accreditation bodyfor dispensation from the
requirementfor relevant tertiary qualifications such as appropriate practical experience
and specific training in that work.

2.8.1 Where samplingcriteria are specified

(1) Where the Act or Regulations, Notices, Specifications or Directionsissued under the Act
specifies that the laboratory mustbe responsible for sampling requirements and the
qualification and status of sample takers for the test concerned itmust:

a) ensure samplesare taken by sample takersin the manner specified inthe Act or
Regulations, Notices, Specifications or Directions issued under the Act; and
b) ensure sample takers complywith any requirementsissued underthe Act or

Regulations, Notices, Specifications or Directions issued under the Act.

2.10 Accreditation body assessment

Laboratory Specifications Notice clause 2.9

A recognised laboratoryneeds to be assessed by IANZ to ISO/IEC 17025 including their accreditation
scope (refer to clause 2.3 of the Notice).

Existing recognised/approved laboratories will need to be successfullyassessed by IANZ at their next
scheduled assessmentto transition to the new Notice. T he laboratorythen needs to apply to MPIfor
their change in recognition/approval. Referto Part 5 of this document ‘fransitional provisions’.

ISO/IEC 17025 accreditation reports are expected to be supplied with a laboratory's application or
renewal for recognition. There maybe times where this report is requested by MPI outside of the
application/renewal process.

The IANZ assessmentprocess includes butis not limited to:

a) assessmentof documentation;
b)  on-site assessment;and
c) assessmentfindings actioned.

The assessors are experienced with the standards and processes of well-managed laboratories as
wellas ISO/IEC 17025,and may use technical experts as technic al assessors to assist in
assessments. Technical experts maybe drawn from industry.
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(6)

The 3-yearly assessmentcycle involves:

a) aninitial full assessment (priorto an application for recognition);

b) asurwillance visit (S1 and S2) each subsequentyearby an IANZ assessmentbody staff
member;

c) afull routine reassessment(RR) no less than every three years involving a full review of the
laboratory system documentation and a full on-site technical assessmentwith a technical
assessor(s).

Note: These assessments do nottake into accountanyspecific marketaccess requirements for
export.

2.9 Accreditationbody assessment

(1) Eachlaboratory mustensure that its performance is assessed by its accreditation bodyin
accordance with the requirementsin subclauses (2) and (3).

(2)  Eachlaboratory mustensure that the assessmentbyits accreditation bodyis undertakenin
the following manner:

a) aninitial full assessmentto ISO/IEC 17025 requirements before applying to the
Director-General for recognition; and

b) the Director-General receives the initial full assessmentoutcome from the applicant
laboratory issued by the accreditation bodyto determine thatthe laboratory meets
ISO/IEC 17025 requirements for the scope of testing applied for; and

c) followingthe laboratory being granted recognition bythe Director General, the
accreditation bodycarries outa surveillance visit each year for two years in succession;
and

d) inthe third year after being granted recognition bythe Director-General, the
accreditation bodyundertakes a full routine reassessmentinvolving a full review of
quality system documentation and a full on-site technical assessment.

(3)  Forcontinuation ofrecognition:

a) the three yearly assessmentaccreditation cycle as described in subclauses (2)(c) and
(2)(d) mustbe repeated for the duration of the laboratory's recognition; and
b) the Director-General mustreceive any accreditation bodyreports on the laboratory.

(4)  TheDirector-General mayrequire additional assessments by the accreditation bodyand the

laboratory mustfacilitate any such additional assessmentrequired.

2.11 Audit or investigation requirements

Laboratory Specifications Notice clause 2.10

MPI may carry out audits or investigations independentlyfrom the assessments by IANZ, for example
on compliance with the Notice.

Facilities, staff involved in testing, and records relating to testing, need to be available for such an audit
or inspection:

a) byanyagencyor personappointed by MPI; and

b) by the representatives of any other countryas part of an assessmentof compliance ofthe MPI
Official Assurance Programme. MPIwill notify laboratories ofan impending visitby an overseas
delegation where the visit is in conjunction with MPI.
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(1)

2.10 Audit orinvestigation requirements

The Director-General maycarry out audits or investigationsindependentlyfrom the
assessments by the chosen accreditation body, for the purposes of determining the
recognised laboratory's compliance with the Act, this Notice, or Regulations, Notices,
Specifications or Directions issued or made under the Act.

The recognised laboratorymustmake its facilities, equipment, personnel involved in testing,
andrecords relating to testing, readily available to —

a) apersonappointed by the Director-General to undertake audits or investigations for the
purposes of subclause (1);and

b) the representatives of any other competentauthority as part of an assessmentof
compliance with the Act or Regulations, Notices, Specifications or Directions issued or
made underthe Act.

2.12 Reporting requirements

Laboratory Specifications Notice clause 2.11

Testreports provided to customers can be electronic orhard copy. Electronic reports can be through
an electronic approval system e.g. passwords.

Where reports do not require IANZ endorsementbutare still regulatory test results, and as such
require directdata entry into a customer database, thisis still acceptable as an IANZ endorsed report
could be obtained if required by the customer.

Reporting requirements to MPI include:

significantchanges e.g. failure of testing equipmentsuch thatrecognised tests cannotbe
conducted forasignificanttime period — 2.5 of the Notice;

testing activities (e.g. disease testing undertaken); test method validation (evidence of test
method validation/verification); test performance (ILCP or other assessmentreports) — 2.10(2) of
the Notice;

temporary closures; change in organisation (managementorlegal ownership); loss of KTP
coverage for any test; anything else not covered by 2.11 - 2.13 of the Notice;

non-compliance with the Notice; any significantbiosecurity, trade or public health risk; any
conflictofinterest/ lack of impartiality; critical non-compliance —2.13 of the Notice;

any known issue relating to a sub-contracted laboratorythat may affect test results.

Al reports specified in subclause 3 should be sentto MPIin the timeline as conferred by the Notice.

Should a Quality Manager be unclear on whetherornot a report needs to be made to MPI, then the
Quality Manager should contactMPIfor clarification.

A designated ILCP Provider is currentlycontracted by MPI to provide an ILCP senvice for the LAS
programme only. Otherlaboratory programmes do not have a designated ILCP contracted provider,
and there are instances where ILCPis not possible e.g. rare disease.

Providing regular reports on time will be a standard condition ofrecognition. T hese reports are a
source of information. Theyalso provide an oversight of laboratories which assists MPlin providing
assurance to NZ's trading partners. Other reporting regimes are as follows:

a)

live animal and germplasm testing —annuallyfor the period Julyto June to the Animal Exports
team. Technical information on activities to be reported is a follows:

i) name of species and the commodity(live animals ordonors of germplasm, orthe
germplasm itself, orthe group of origin) that is tested;

i) numberand type of tests performed:;

i) the results of those tests (number suspicious, number positive, number negative, equivocal
results due to unclear cutoffs for positives and negatives).
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Note: Reporting requirements should notinclude providing information that conflicts with customer
confidentialityagreements.

2.11 Reporting requirements
(1)  Eachrecognised laboratorymustensure that all test reports:

a) conform tothe reporting requirementsin ISO/IEC 17025 and to any requirements for
that test in this Notice; and
b) areinaform approved by the Director General.

(2)  Ifrequested by the Director-General, each recognised laboratorymust, as soon as
practicable, provide the Director-General with any information requested in relation to:

a) testing activities; and

b) test method validation;and

the assessmentof test performance including results; and

any assessmentoranalysis carried outby the ILCP provider; and

assessmentreports or results from any assessmentcarried outunder clause 2.9 of this
Notice;and

significantchanges made under clause 2.5 of this Notice.

D QO O
—_—— — —

=

2.13 No misleading statements

Laboratory Specifications Notice clause 2.12
(1) Alaboratoryis expected to ensure that:

a) reports are true and accurate;and
b) statementsand results from laboratories support MPI's Official Assurance Programme.

2.12 No misleading statements

(1)  Eachrecognised laboratorymustnot make any —

a) statementeither directlyor by implication, to the effect that the laboratory's recognition
is in itself an approval or assurance in relation to any animal product; or
b)  other misleading statementin relation to its recognition.

2.14 Disclosure of information and confidentiality

Laboratory Specifications Notice clause 2.13

(1) Thisclause covers exception reporting and is intended to identify any event(s) that are outside the
scope of what is considered normal. T he goal is to take actions that help to minimize or eliminate
exceptionsand/orits impact.

(2)  Acritical non-compliance mayinclude butis not limited to:

loss or failure of critical equipment;
poorperformanceinan ILCP;
emerging trends that have the ability to affect test results;
a customerexerting influence on the laboratoryto alter test results or re-test, withoutgood
reason;
) non-disclosure ofunfavourable test results;
substitution of samples;
) failure to keep essential records;
) false or altered signature;

o O T QO
—_ — — —

o > 0
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(3)

)

failure to declare a conflictof interest.

Should a Quality Manager be unclear on whether or not there is a critical non-compliance, then the
Quality Manager should contact MPIfor clarification.

2.15 Temporary closure

Laboratory Specification Notice clause 2.13(1)(a)

Temporaryclosure occurs when the testing services of the laboratory are not able to be delivered
within the stated operating hours up to 3 months. A laboratory will set their hours of business as part of
their commercial operation.

A laboratory would be expected to notify MPI at least5 working days priorto the closure.

During temporaryclosure there should not be any test reports issued unless the test report was
completed before closure.

(1)

2.13 Disclosure of information and confidentiality

A recognised laboratorymustnotify the Director-General in writing at leastfive working days
priorto -

a) any plannedtemporaryclosures;or

b) any change to organisational managementorlegal ownership; or

c) loss of KTP coverage for any or all of the tests in the laboratory's scope of
accreditation; or

d) anyother significantchange orevent which mayhave the potential to have an adverse
effect on test results or operations.

If requested by the Director-General, a recognised laboratorymust, as soon as practicable,
submitto the Director-General information requested relating to tests carried outif that
information is not provided under clause 2.11.

A recognised laboratoryor Quality Manager at the laboratorymust inform the Director-
General within one working day, if -

a) the laboratoryis unable to complywith any of the requirements ofthis Notice; or

b) asaresultofits activities, the laboratorybecomes aware ofa situation which maypose
a significantbiosecurity, trade, or public health risk; or

c) thelaboratory or Quality Manager becomes aware of a situation that suggests the
laboratory or KT P at the laboratory has a conflictofinterest, lacks impartialityin respect
of testing activities or of a situation that impacts on the laboratory's credibility; or

d) the laboratory knows of any critical non-compliance thatrelates to testing. The
laboratory mustprovide the Director-General with information related to the critical non-
compliance (such as a copy of the accreditation assessmentreport); or

e) the recognised laboratoryis notified by the accreditation bodyof suspension or
withdrawal of accreditaton.

KT Ps mustmaintain confidentialityof all information thatcomes into their possession as part
of their activities as a person having responsibilityfor testing and reporting.

KTPsmustadvise the Director-General within 24 hours, where practicable, of situations that
mightgive rise to a conflictof interest, and must complywith any directions given by the
Director-General regarding dealing with the situation.
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2.16 Records

(1)

(2)

Laboratory Specification Notice clause 2.14

A laboratory should keep a record ofall relevant documentation for testing functions/activities in order
to maintain an audittrail. Copies of all records need to be provided to MPlupon request. The following
records should include butare not limited to:

a) issuedtest reports;

b) information related to samples received:;

) type of tests performed and currentmethods;

) theresults of those tests including number suspicious, number positive, number negative and
total numbertested for disease testing;

e) equivocal results due to unclear cutoffs for positives and negatives for disease testing

f)  original test results and/or observations;

g

h

c
d

) qualifications and proficiencyof its personnel,including KT Ps and samplers as appropriate ;
) internaland external audit/assessmentreports;
i) non-compliances found during internal/external audits/assessments ofthe recognised laboratory
and the associated corrective actions;
j)  circumstancesand corrective actions following advice from a supplier ofthe inter-laboratory
proficiencytesting programme;
k) disputesand appeals;
[)  senicecontractse.g. subcontractlaboratories.

Electronic records should be backed up regularlyand protected from hacking.

2.17 Traceability of records

(1)

Laboratory Specifications Notice clause 2.14(1)(b)
Records should be:

a) retrievable as hard or electronic copies fora period of at least four years; and
b)  uniquelyidentified, dated and traceable to the person responsible for the activity.

2.14 Records
(1) Therecognised laboratorymustretain records kept for the purposes of this Notice:

a) foratleastfouryears; and
b)  mustensure that the records are retrievable within two working days of a request
from the Director-General or the accreditation body.

Guidance on acceptable test methods

General

Laboratory Specifications Notice clause 3.2

The analytical testmethod used needs to be identical to the test method listed in the Consolidated List
of Testsand as referred to in the valid specifications held bythe laboratory and for which the
laboratory holds current|ANZ accreditation.

The specified/approved tests and test methods are listed in the Consolidated Listof T ests available on
the MPI website. This listof tests is not an exhaustive list of all tests for all animal material oranimal
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products. Anyone seeking to confirm atest carried outin a recognised laboratory should always check
the relevant OMAR, specifications or with MPI.

Process control, environmental monitoring tests would not be expected to be required as a specified or
approved test.

Where a recognised laboratorywishes to undertake a new specified orapproved test, it needs to get
the new test accredited bylANZ, and apply to MPI for recognition to undertake the test and have it
added as an amendment. Application to have the test added to the laboratory's recognition is by
completing the Recognised Laboratory Application Form AP18.

Any new specified orapproved test or test method that becomes available for export testing will be
added to the Consolidated Listof Tests as soon as possible.

3.2 Recognised Laboratories to use specified or approved test method for certain tests

(1) Where clause 3.1(2) applies, a recognised laboratorythat conducts a test described in that
subclause mustuse the applicable testmethod specified or approved withoutmodification.

(2)  Where clause 3.1(3) applies, a recognised laboratorythat conducts a test described in that
subclause mustuse the applicable testmethod (if any) specified in the MPI Consolidated List
of Tests for Animal Products: meat, poultry, honey, seafood, dairy, live animalsand
germplasm, and mustuse the applicable testmethod without modification.

(3)  Inall casesrecognised laboratories mustensure that—

a) Theanalysisis only undertakenin a laboratory recognised for that test; and
b)  Thetest method used is within the scope of the laboratory's accreditation; and

c) Thetestmethod hasbeen confirmed as suitable for the intended sample matrix.

Guidance on test results

Authorisation of results

Laboratory Specifications Notice clause 4.2

Testreports issued by the laboratory to the customerinclude Product Analysis Certificates (PAC),
Certificates of Analysis (COA), etc.

If the customer wishes to have the subcontracted testresults within the final laboratory report then
traceabilityneeds to be maintained. It is anticipated thatmostsubcontracted laboratoryreports are
kept as a separate report for the customer. Also see section 2.7 Subcontracting in this document.

A description ofa KT Ps responsibilities for test results can be found in the IANZ Specified Criteria.

4.2 Authorisation of results

(1) Therecognised laboratorymustensure that all test reports are only released by the KTP
responsible forthe tests to whichthe reportsrelate.

(2)  Ifatest has beensubcontracted, the original laboratorythat subcontracted the test to another
laboratory mustensure that the test reportis:

a) signed by a KT P working for the subcontracted recognised laboratory, or;
b)  wherethe laboratoryis a non-recognised laboratoryunder clause 2.7 of this Notice,
signed by a person qualified in the discipline the test relates to.

(3)  Any report containing subcontracted testresults mustbe traceable to the original report(s)

and must contain information thatenables tracing ofthe subcontracted laboratoryand the
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KTP, or qualified person as per sub clause (2)(b), at that subcontracted laboratorywho
released the particulartestresult(s) to the primary client.

Guidance on transitional provisions

During the 2 year transition period, dual systems of approval/recognition will operate so that
laboratories have time to change over to the new Notice yet be able to maintain their recognition or
approval status with MPI.

New laboratories applying for recognition after the Notice commencementdate will need to apply
underthe new Notice using the form AP18.

At the end of the 2 year period the existing systems and associated documents will be superseded.
Thisincludes:

a) the ELP legal notice and guidance document;
b) the LAS document;
c) websites listingsfor:

i) Laboratory recognised persons
i)  ELP TestList, etc.

Some references e.g. to signatories, will be phased out of OMARS, etc. These documents are
expected to reference KT Psinstead. Otherlegal documents e.g. Notices will be updated by the end of
the 2 year period (see ‘Introduction: Other Information’ in the Notice).

(1)
(2)

5.1 Transitional provisions

Exceptas required by subclause (2) alaboratory performing tests is not required to complywith this
Notice until 31 August 2017.

If a laboratory's recognition or approval expires at any time during the period prior to the
commencementofthis notice, and the laboratory wishes to continue to perform tests:

a) thelaboratory mustapply for recognition under the Act and this Notice unlessitis otherwise
exempted underthe Act or this Notice, and

b) ifan applicationforrecognitionisnotgranted before the end of the transition period (31
August 2017), the laboratory must cease to conducttests.

A laboratory that intends to start to perform tests after the commencementofthis Notice mustapply
for, and be granted, recognition under the Act and this Notice before it commences testing unlessiit
is otherwise exempted under the Act or this Notice.

Once alaboratory performing tests is recognised as a laboratory under section 101 of the Act for
the purposes of this Notice, that laboratorymust complywith the requirementsin this Notice. The
Animal Products (Recognised Laboratories and Persons Specifications for Conducting T esting of
Live Animals and Germplasm for Export) Notice 2010 and the currentedition of the Laboratory
Approval Scheme, asthe case may be, and any other relevant requirements forrecognitionin any
notice made underthe Act, will no longer apply to that laboratory.
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