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PREAMBLE

This document was developed as a result of theviwlig resolution taken during the 2005 ILAC
General Assembly.

| LAC Resolution GA 9.25

The General Assembly supports the ARC’s develdpphardiscussion paper that proposes
processes to expand or extend the scope of theiMBAther areas considering also the following
criteria for inclusion of a standard or other nortge document in the ILAC MRA:

1. Significant relevance to accreditation of laboraes/inspection bodies and bodies
involved in relevant activities.

Sufficient substance to enhance the recognitiaroofpetence.

Fulfils appropriate needs on an international basis

Lack of inclusion poses threats to ILAC leadershipccreditation.
Complementary to or supportive of any other staddaging currently used.

Does not dilute the substance of any existing stehdnder the ILAC MRA
Document must be produced by an international aosise process (including all
relevant interested parties).

Noohkwh

PURPOSE

This Procedure describes the steps to be usedAfy th consider and potentially approve new
international accreditation programs for inclusiothe ILAC Arrangement.

AUTHORSHIP

This document was developed by the ILAC Arrangen@ammittee (ARC) and approved for
publication after being endorsed by all ILAC mendiégp in 2007.

Following the publication of ILAC-R1:09/2009 Classation and Publication of ILAC Documents,
which includes a revision of the ILAC document slfisation system, all documents previously
published as Secretariat or S Series documentshwarerelocated to the newly created category of
ILAC-R or Rules (Requirements) documents. Thisutheent, previously published as ILAC-
S6:10/2007 Procedure for Expansion of the ScopleeofLAC Mutual Recognition Arrangement, has
been revised to reflect the new classificationesystand to update document references where
necessary. The content of this document has otbemot been reviewed or amended.
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1. BACKGROUND

During the ILAC 2005 Conference in Auckland a dssion on the development of ILAC’s
accreditation activity was started. The fundameqastion: “What can be accredited?”. was
followed by the question: “Can this accreditatiativaty be included in an ILAC Mutual
Recognition Arrangement (MRA)?”

| LAC Resolution GA 9.25

The General Assembly supports the ARC’s develdpphardiscussion paper that proposes
processes to expand or extend the scope of theiMBAther areas considering also the following
criteria for inclusion of a standard or other nortge document in the ILAC MRA:

1. Significant relevance to accreditation of laborags/inspection bodies and bodies
involved in relevant activities.

Sufficient substance to enhance the recognitiaroofpetence.

Fulfils appropriate needs on an international basis

Lack of inclusion poses threats to ILAC leadershipccreditation.
Complementary to or supportive of any other staddaging currently used.

Does not dilute the substance of any existing stethdnder the ILAC MRA
Document must be produced by an international aosise process (including all
relevant interested parties).

Nooh~wh

The proposal for accreditation in a new area megdrom a number of sources. These include:

* Organisations which need independent recognitichaif competence for activities
not currently addressed by ILAC (or IAF or othertfs);

* Regulators, specifiers, purchasers and other cestoneeding reassurance of the
technical competence of organisations against camyragreed criteria not currently
addressed by ILAC; and

« Accreditation bodies themselves may need confionatf competence in areas
which are complementary to areas already accrebitatlem. For example,
historically, laboratory accreditation bodies nekdenfidence ircalibration
laboratories (through their accreditation) to supfiteir accreditation desting
laboratories. More recently in ILAC it has beenageised that other activities
supporting confidence in accredited testing anibition laboratories (certified
reference materials and proficiency testing) magdren accreditation process to
provide the necessary confidence.

When there is a potential need for a new areatefnational recognition (and particularly in

activities relevant to ILAC's traditional focus laboratories) it is important that ILAC has a
transparent and consistent process to deal witbldement of an international recognition system for
these needs.

This Procedure describes the steps to be usedAsy tb consider and potentially approve new
international accreditation programs for inclusiorthe ILAC Arrangement.
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2. THE ILAC PROCEDURE
The ILAC Procedure has the following steps:

(a) Identification of a new need for international rgodion through
accreditation of relevance to ILAC Members;

(b) Initial consultation with ILAC Members, the jointasking group for
ILAC, IAF and ISO, ISO CASCO and other interestedtigs;

(c) A fundamental discussion in the ILAC General AssniGA) if
the proposed accreditation involves operationriew area for
ILAC (especially if it is outside the fields memtied in ISO/IEC
17011). Documents concerning the issue shouldgbetdited to the
members at least 30 days before the General Asgethlihe ILAC
GA decides to expand ILAC’s work into the new artb&, procedure
will continue as follows:

(d) Survey of existing experience amongst ILAC Members
accreditation or other forms of recognition for trew area,

(e) Identification of potential harmonised criteria fmecreditation or the
need for further development or establishment ohsuriteria;

(f) Identification of the processes, standards and atheuments of
potential relevance to an ILAC MRA, in additionI®O/IEC 17011
and IAF/ILAC A and ILAC P series documents; and

(g) Formal agreement by the ILAC GA to proceed witteapansion or
extension of the scope of the ILAC MRA, taking ascbof steps (a)
to (f) above.

3. STEP (a)

The proposal for an expansion or extension of sémpthe ILAC MRA could come from a
number of sources. These include individual ILA@riwvbers, ILAC’s Regional Cooperations,
regulators, trade bodies, industry or professiasabciations, groups of affected conformity
assessment bodies (however defined), etc.

In the conformity assessment market, there has &edéncreasing tendency to create sector
specific requirements for existing ISO standarasn&imes this leads to development of a
new ISO standard (such as ISO 15189). Mostly, hewenly specific requirements are added
to the currently used standard, as with the reqmerds for accreditation of medical reference
measurement laboratories. An ILAC agreement with World Anti-Doping Authority

(WADA) is another example of some additional sple@guirements being added to the core
standard and usual accreditation practices.
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It is important to note also that the developmdnS® Standards or other normative
documents may need to follow development by ILAS@Iitof appropriate initial requirements.
Historically, this was the case for a number ofttendards and guides now adopted as ISO
Standards, but initially developed in ILAC/IAF (&O/IEC Guide 58, Guide 25, Guide 43
etc).

This means that there may be three different sitnat

1. A new accreditation scheme is based on the intemalty recognized
standards already used for accreditation by ILAG¥ers, (ISO/IEC 17025,
ISO 15189 or ISO/IEC 17020);

2. The scheme is for a completely new standard or atvendocument, covering
a conformity assessment body or attestation of edemge of a body; or

3. The need may be for an area, not currently covieyezh ISO Standard, but
already in general use by a number of accreditdtaies and with potential
for future development by ISO (or if necessary Ib4C itself, such as with
ILAC G12:2000Guidelines for the Requirements for the Competefce
Reference Material produceesd ILAC G13:07/200%uidelines for the
Requirements for the Competence of Providers didteacy Testing
Schemeés

The criteria for acceptance of a scheme or an eggeefor type 1, 2 or 3 above may be
different, but in all cases a process in ILAC tosider the relevance and need for the program,
as well as a process for acceptance are neededptacce of a new accreditation activity of
any type may also have an impact on the MRA.

4.  STEP (b)

Proposals for ILAC to consider new areas for agtaédn and their potential MRA relevance
should first be presented to the ILAC Executiveifatial examination. This examination
includes background on the need for the new agtithie current experience within ILAC
members in the area, the views of affected paiitiekjding any external bodies that may have
proposed such a need, and the availability ofahdiiteria etc.

The ILAC Executive will consult its members, thénjoworking group for ILAC, IAF and I1SO,
ISO CASCO and other interested parties for comments

5. STEP (c)

If the proposed accreditation involves operationém areas for ILAC, the ILAC Executive
will invite a fundamental discussion in the ILAC fi&al Assembly concerning expansion of
the working field of ILAC to the proposed areathé ILAC General Assembly accepts the
expansion, the process will continue.
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The Executive Committee then refers the specifippsal for accreditation to both the
Accreditation Committee (AIC) (for considerationtethnical criteria issues) and
Arrangement Committee (ARC) (for MRA related isguasid (depending on the nature of the
activity) to other potentially interested ILAC corittees (Laboratory Committee (LC),
Proficiency Testing Consultative Group (PTCG) etc).

These referrals then lead to step (d).

6. STEP (d)

The ARC or AIC or other relevant ILAC Committee thendertakes a survey of ILAC
Members (and sometimes other parties) of theitiegiexperience or future interest in the
proposed new area of activity. These Committeelsalgb ensure that the new activity does not
jeopardise the existing obligations already undeieby ILAC Members under the ILAC
Arrangement.

The results of such surveys shall be used to déteriithere are sufficient numbers of ILAC
members with an interest in the new area to ju#iffurther development and consideration
for inclusion in an expanded ILAC MRA.

7. STEP (e)

As part of their consideration of the new propoiad, ARC or AIC and/or any other relevant
ILAC Committee shall consider whether the standardyther normative documents proposed
for the new accreditation activity, meet the se@®rcriteria described in ILAC Resolution GA
9.25 (above).

If the proposed scheme is based on an agreemevddrea scheme owner (like WADA) and
ILAC, it will be necessary to make sure that:

1. The scheme does not exclude any member of theargl®/RA.

2. The assessment process shall at least fulfil alf¢fevant requirements
established in ISO/IEC 17011.

3. The accreditation body is the only body respondiimehe decisions taken in
respect of accreditation.

4. Decisions regarding the maintenance of an accteatithody in the MRA can
only be taken within ILAC (for unaffiliated bodies) the Recognised Regions
where the accreditation body is a member.

5. The information supplied to the market must alwlagdransparent and not
create barriers to competition amongst the affebteties covered by the
accreditation.

6. The scheme does not jeopardise the current oldigdtiAC members took
upon themselves in the current Arrangement.
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8. STEP ()

After completion of steps (a) to (e) above (or angllel) the ARC will examine whether the
existing criteria for compliance with MRA Signatastatus, i.e. ISO/IEC 17011 and the
relevant documents in the IAF/ILAC A and ILAC Pissr(amended as needed for the new
activity) can be used for an extension of the ILIMBA, and draft any additional criteria or
peer evaluation practices that might be neededdceas the new activity.

9. STEP(g)
After completion of steps (a) to (f), including abglloting on criteria, the relevant Committee

or Committees shall make a formal draft resolufanthe ILAC GA, including details of the
normative or other documents for criteria, for @sien of the ILAC MRA.
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