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PREAMBLE

The international community of accreditation cogpiens, recognised laboratory Accreditation
Bodies and their stakeholders cooperate throughnteenational Laboratory Accreditation
Cooperation (ILAC). A principal objective of ILAGito put in place a world-wide Mutual
Recognition Arrangement (Arrangement). ILAC aimsl&nonstrate the equivalence of the operation
of its Member Accreditation Bodies through this #rgement. As a consequence, the competence
(within the accredited scopes) of laboratories edited by these bodies is demonstrated and
recognised by all signatory accreditation bodi€se market can then be more confident in accepting
certificates and reports issued by the accredébdrhtories.

At present, this Arrangement covers only the adtatdn of testing and calibration laboratoriessit
envisaged that a mutual recognition Arrangementewiblve to cover the accreditation of inspection
bodies. ILAC is cooperating with IAF (Internatiorfatcreditation Forum), the inspection industry
and its stakeholders in the development of sucAreangement and its associated procedures.

ILAC is linking the existing mutual recognition Axngements of the regional accreditation
cooperations (Regional Groups) and is encouragfieglévelopment of new Regional Groups to
complete world-wide coverage. For the purposessofirangement, ILAC shall delegate authority to
ILAC-Recognised Regional Groups for the Evaluatguryeillance and re-evaluation of ILAC full
Member Accreditation Bodies within their definedri®ry and associated decision-making relating
to the membership of the ILAC Arrangement in tleatitory. Formal “Recognition” of a Regional
Group with respect to the ILAC Arrangement is basedn external Evaluation of the Regional
Groups’ competence in mutual recognition Arrangeimesnagement, practice and procedures by an
ILAC team composed of evaluators from other ILACivier Regional Groups and Accreditation
Bodies.

Evaluation relating to the development and maimteaaf the ILAC Arrangement operates at two
levels:

« the Evaluation of the competence of individual ILM&mber Accreditation Bodies to
accredit; and

« the Evaluation of a Regional Group’s competenaaamaging the operations of regional
mutual recognition Arrangements.

The essential requirements to be used for thedirtese are set out in document ILAC-P1 (aligned
with IAF/ILAC A2).

The procedures used by ILAC when evaluating thepagiance of a Regional Group in managing,
maintaining, and extending a regional mutual redegnArrangement for the purposes of ILAC
“Recognition” are set out in IAF/ILAC Al (replacdsAC P2).

The procedures used by ILAC when evaluating thepaience of bodies not affiliated to an ILAC-
Recognised Regional Group are set out in this decdam

Note: This document meets ISO/IEC 17040 (2005)&&& requirements for peer assessment of
conformity assessment bodies and accreditatiorebodi
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PURPOSE

This document provides the ILAC Arrangement Coundih a procedure for evaluating bodies either
not currently affiliated to or having a bilateratitnal recognition with an ILAC-Recognised Regional
Group which it requests to be used for the purpd$tecognition. The effective date for application
of this procedure is the date when membershiptifien of its availability on the ILAC Website.

AUTHORSHIP

This publication was initially prepared by the ILA&Zcreditation Policy Committee and endorsed for
publication by the ILAC General Assembly in 200iwas revised in 2002 to allow an unaffiliated
body to utilise a bilateral MRA with a recognisedjional arrangement as an alternative to direct
evaluation and decision by ILAC. The ILAC Arrangeth€ommittee updated this edition to be
aligned with IAF/ILAC A2.
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PART A: INTRODUCTION
1. Scope

This document sets out the procedures to be usddAy in the Evaluation of a body that is neither
a signatory to a multi-lateral mutual recognitioreagement nor wants any bilateral mutual
recognition arrangement as a contract cooperataretognised Regional Cooperation (Unaffiliated
Body) to be used for the purpose of becoming a&ayy to the ILAC mutual recognition
arrangement (Arrangement).

PART B contains the requirements for peer evalaatiioa single Accreditation Body

PART C provides a flow chart for the peer evaluagoocedures. There are eight Annexes to
describe in more detail the major steps of the ggec

The criteria and procedures specified below ardiggpe for the initial Evaluation of an Unaffilied
Body and for subsequent re-evaluations.

2. Definitions

2.1 Accreditation Body (AB): An organisation that operates an accreditatioresy$or
one or more types of conformity assessment bodies.

2.2 Accredited Laboratory: A calibration laboratory or testing laboratoryceadited by
an Accreditation Body.

2.3 ILAC Secretariat: Secretariat for the Arrangement Management Cdteei

2.4 Applicant Body: An ILAC Associate that is an Unaffiliated Bodyhigh has applied
for Recognition.

2.5 Arrangement: the ILAC Mutual Recognition Arrangement: This term, also can
refer to the Arrangements (MRAs or MLAS) of ILAC-&agnised Regional Groups
which pre-date the establishment of the ILAC Arramgnt and which, as a
consequence of the recognition process, will bepated as a subset of the ILAC
Arrangement.

2.6 Arrangement Council: The ILAC decision-making body on recognition ofgrmnal
Groups and on the Signatory status of individuatr&ditation Bodies.

2.7 Arrangement Management Committee:The ILAC committee with responsibility
to manage the day-to-day operation of the Arrangeineluding selection of
evaluation teams and making recommendations fasides on recognition of
Regional Groups and on the Signatory status ofiiddal Accreditation Bodies.

2.8 Evaluation Manager: The lead evaluator (dream Leader, TL) appointed by the
ILAC Arrangement Management Committee to evaluat&aaffiliated Body.

29 Evaluation Team Member (TM): A person serving on an Arrangement peer
evaluation team.
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2.10

2.11

2.12

2.13

2.14

2.15

2.16

2.17

2.18

2.19

ILAC-Recognised Regional Group:A regional cooperation body member of ILAC
which has been acknowledged as competent by th€ IAkangement Council to
manage a regional mutual recognition Arrangemernthvban then be integrated into
the ILAC Arrangement.

ISO/IEC Standard: An ISO/IEC standard, guide or technical reporated to
accreditation and conformity assessment.

Peer Evaluation (or Evaluation): The structured process of assessment of a
Regional Group or Accreditation Body.

Proficiency Testing Activity: For the purpose of this document, all activitydibg
Accreditation Bodies to assess performance inctugnoficiency tests (refer to
ISO/IEC Guide 43, “Proficiency testing by meansmérlaboratory comparisons”)
and measurement audits conducted by Regional Gréwpseditation Bodies,
commercial organisations, or other providers.

Member: An Accreditation Body that is a signatory to th&AC Arrangement.

Recognition: The action taken by ILAC, following an evaluatioonducted
according to the ILAC P2 procedures, whereby ILARreowledges a Regional
Group’s competence to manage a regional mutuagretion Arrangement which
can then be integrated into the ILAC Arrangementhe action taken after an
evaluation, conducted according to the procedurés®document, whereby ILAC
acknowledges an Unaffiliated Body’s competenceualify for signatory status
under the ILAC Arrangement.

Regional Group: A regional cooperation body member of ILAC. Ttésm can also
refer to a group of Accreditation Bodies (possiblyolving other stakeholders)
whose purpose is to develop and maintain a mugidd, mutual recognition
Arrangement and is a group of different AccreditatBodies representing different
economies.

Signatory: A Full Member of ILAC which has signed the ILAQ/&ngement or an
Accreditation Body which has signed one or morthefmulti-lateral, mutual
recognition Arrangements of a Regional Group.

Unaffiliated Body: An Accreditation Body that is not a member ortcact
cooperator of an ILAC-Recognised Regional Group.

Witnessing Observing of an AB assessing the CAB’s premisesjagement system
and records by an evaluation team. (It may alsluitecobserving the AB's staff
preparing for an assessment and dealing with assesseports.)

3.  Objective

3.1

The objective of the ILAC Arrangement is to estslblcross-border stakeholder
confidence in the competence of Accredited Laboiegand the technical
equivalence of reports and certificates issuechbgé laboratories. In this context, the
objective of the Evaluation of an Unaffiliated Bodyto establish that it meets the
requirements as defined in Part B.
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3.2

3.3

3.4

4, Costs

Evaluations are conducted according to the proesdiarPart C against the criteria
stated in Part B.

The evaluators must evaluate an Applicant Bodyiktalo accredit laboratories,
including an appraisal of whether the Applicant Bathtains sufficient evidence that
laboratories are technically competent to perfdiework for which they have been
accredited.

The Evaluation process will require the exerciseahe judgement and perhaps
interpretation as it is likely that some requirefsenr activities may not be addressed
in exactly the same way in all Accreditation Bodi€se Evaluation team must
therefore collect sufficient information on eachitoto enable it to appraise the
suitability of the practices used by the ApplicBody. Any unusual approach must
be highlighted, since it must be made known t&aghatories to the Arrangement.

See IAF/ILAC A2, section 3 (flowchart), Conditiofte Application.

5. Confidentiality

5.1

See IAF/ILAC A2, section 2.4
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PART B: Requirements for a Single Accreditation Bay
1. Standards
1.1 An Accreditation Body shall comply with the pisions of ISO/IEC 17011:2004,
ILAC P-series documents and other normative docusretevant to the function(s)
performed.
2.  Supplementary Requirements
An Accreditation body shall:
2.1 Have enough experience in the assessment of itsditad organisations and have
carried out at least one accreditation in eaclh®ficcreditation programs for which
it applies (for laboratory accreditation at leasirfaccreditations for testing and four

for calibration);

2.2 Ensure that it meets the suitable requirement®foficiency Testing Activity (see
clause 3);

2.3 Abide by the requirements and obligations of th&QLArrangement;

2.4 Have a programme to promote the Arrangement witfonséakeholders; and

2.5 Contribute its fair share of personnel resourcesdorying out peer evaluations at the
global level.

2.6 Every applicant or Signatory to the Arrangementldiave a cross-frontier

accreditation policy taking into account ILAC G21.

3. Proficiency Testing Activity

3.1 Proficiency Testing Activity can be used to detarenihe performance of laboratories
and certain types of inspection bodies.

3.2 An Accreditation Body shall require its accreditaldoratories to demonstrate their
technical competence by their satisfactory paritgn in Proficiency Testing
Activity. The minimum amount of Proficiency Testidgtivity appropriate
proficiency testing required per laboratory shalldpecified.

NOTE One activity prior to gaining accreditationdanne activity relating to each
major sub-area of major disciplines of a laboratergcope of accreditation at least
every four years is recommended. It is recogniBatithere are particular areas
where proficiency testing is just not practical.

3.3 An Accreditation Body shall demonstrate that thefieiency Testing Activity that its
accredited or applicant laboratories undertakéféestve, linked to the assessment
process and that appropriate corrective actioafiser] out when necessary.
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3.4 Every applicant Accreditation Body or Signatoryato Arrangement for calibration,
testing and inspection shall participate in and asdar as available and practicable,
Proficiency Testing Activity offered by Regional @ps, in order to verify the
competence of its accredited laboratories and moonstrate the Accreditation
Body’s ability to take appropriate actions if nesay.

4. Traceability and Measurement Uncertainty

The team shall evaluate how traceability of measerd results and associated estimates of
measurement uncertainty are established whereypdicalple in accordance with the provisions
of ILAC P10 and the ISO Guide for the ExpressiotJatertainty in Measurement or
equivalent.

NOTE: If the calibration laboratories providing maarement support to the testing
laboratories are accredited by a separate AccrdtaBody, it may be necessary to hold
discussions with the secretariat of that body as phthe overall agenda for the evaluation,
particularly if the Accreditation Body is not a Mbear of the Cooperation.

Page 10 of 37
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PART C: Flowchart for Peer Evaluation Procedures 6a Single Accreditation Body

I. Application for Arrangement Membership

Application in writing
(with scope) to ILAC Secretariat
(Secr.)

Yes

~

/ ILAC Secr.
acknowledges receipt of
application to AB,
coordinates the work
between ILAC and IAF, if
appropriate, and informs on
the procedure and on
all documentation
to be submitted to the
ILAC Secr. /

o

Yes

AB forwards application form to
ILAC Secretariat with all @

documentation required
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ILAC Secr. and AMC checks
the application

Yes

AMC
accepts the application and infor
the full members of this decisio

n
»

( )
TL and team appointed by AMC
cooperation with IAF MLAMC, if
necessary
\_ J

~

AMC informs AB on
team’s appointment

s

No

[ Document review by the team

Based on documentation receiv
and evaluation reports from
previous evaluations, the TL
makes a proposal to the AMC
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|
Il. Pre-evaluation

Pre-evaluation
recommended
(in agreement
with applicant,
by AMC)

( N\

TL requests the AB to supply
(additionally) up-to-date

documentation to the Team

AB supplies documents

In consultation with the TM and
the applicant, the TL decides on
a preferable period for the

pre-evaluation

AB accepts date

Pre-evaluation visit

Only after any identified
NCs in the document
review are corrected is
a pre-evaluation visit
recommended

A provisional date for the pre-
evaluation agreed subject to supply of
the required documentation at least on
month in advance of the visit

D

or as agreed with the T

( \
After the preevaluation visit, the T
submits, in consultation with the

TM, a short written report.
. J

( )\

AB responds to report and
takes corrective actions

TL submits recommendation
to the AMC

The AB will be given the opportunity
to comment on any factual errors in th
report. If a pre-evaluation has taken
place, the full evaluation visit will not
be carried out before the AB has taken
all the actions agreed at the pre-
evaluation visit.

[
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AMC decides whether a
“full” evaluation can take place

Yes

Il. Full evaluation

TL requests the AB to supply
the required documentation
to the Team

AB to supply
documentation

TL prepares a detailed program
for the visit in consultation with
TMs, the AB and the AMC

(Information collection including
witnessing)

On-site evaluation }

N )
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Discussion of a draft report
including findings with the
applicant before the team leavds

completed in consultation with t
TMs, to the AB

[ TL provides the draft report, }
h

to the AB’s corrective
actions and time schedule

[TL, in consultation with TMs, reacT

findings including

AB responds to TL on all
corrective actions plan

A\ 4

Yes

TL provides to AMC Secr. the
final report, the corrective
actions and the recommendations

/ AMC prepares an Evaluation\
Summary Report and sends it
to the Arrangement Council
together with the final report,
the corrective actions and the
\ team recommendations /
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n
>

/The Arrangement Council takes a )

decision upon recommendation of the

AMC

- whether additional steps are require Decisions may be

- whether or not to sign the MR@r to accompanied by conditions.
remain in the MRA)

- when the next evaluation
_ activities should take place

AMC Secr. informs AB in writing o The AB has the right to appeal against the
the decision decision.

Follow the appeals
procedure of ILAC in
ILAC P4

Yes

AB appeals?

No

P

V. Re-evaluation

About 12-18
The AMC arranges the months before the

re—evaluatiop,.based on the Annex 8 next decision is due
decision the re-evaluation

will be planned.

Page 16 of 37

W,
\ /,/’/

2, >:g Ei :\\\\\
Dl W

AN



ILAC-P3:07/2007

ILAC Mutual Recognition Arrangement (Arrangement):
Procedures for the Evaluation of Unaffiliated Bodiedor the Purpose of Recognition

ANNEX 1

Application from a Single Accreditation Body (Asso@te of ILAC) to Join the Arrangement

1.  Application Form

ILAC P6: 2003, Application for Full Member Status is the form is for use by ILAC
Associates wishing to apply for ILAC Full Membeatsts. An electronic version of this form
is available from the ILAC websit&sww.ilac.orgor by emailing the ILAC Secretariat.

2. Documentation to be Supplied by the Applicant Unaffiated Body

2.1 The documents to be supplied to the Evaluatlanager shall include:

211

21.2

2.1.3

214

2.15

2.1.6

2.1.7

2.1.8

219

2.1.10

2.1.11

A listing of all documents, forms, checklists, etesed by the Applicant Body;

The Applicant Body’s quality manual in which thelip@s and procedures of
the Applicant Body and the responsibility for implentation of the quality
system are clearly designated. Full details ofsta&ing of the Applicant Body
including their backgrounds and length of expergeimceach type of
accreditation shall also be provided if not givenhie quality manual;

Accreditation criteria and associated generallyliagble criteria that the
Applicant Body publishes;

All other general criteria published which includemal rules or regulations
affecting the Applicant Body’s operation and thspensibilities and
obligations of its accredited laboratories;

A document giving a clause-by-clause cross refengnaf the Applicant
Body’s requirements and those of the appropria®/|ESC standard(s) and
ILAC P1 clauses 5.2 and 5.3;

The policy for traceability of measurement results;

In the case of a calibration laboratory AccrediatBody, the written
requirement document(s) provided to those labaeddor the calculation and
reporting estimation of measurement uncertaintig iy a simple reference
to a document prepared by another internationat/ned) body;

The policy on the surveillance and re-assessmeat@kdited laboratories;
The policy on the implementation and use of Preficy Testing Activity;
Summary listing of all Proficiency Testing Activitwer the past five years,
including a list of all programs organised by Cagpiens in which accredited

and applicant laboratories have participated;

Operational procedures covering Proficiency Tesfingvity including (where
available) criteria for statistical evaluation agairective action procedures;
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2.1.12 If available, a list of recent international compans in which the economy’s
national metrology institute or designated bodiggehbeen involved (e.g.,
BIPM or regional metrology organisation) or, whepkcable, reference to the
NMI’'s capabilities as published on the BIPM website

2.1.13 Any other documentation that describes the meckanfioperation of the
accreditation system, including annual reportsstjaenaires, newsletters,
guidance documents, etc;

2.1.14 A copy of the body’s directory or other listingpiding the name and scope
of accreditation of each accredited laboratory;

2.1.15 Detailed scopes of accreditation and draft scopasareditation of all
laboratories to be visited during the pre-evaluatiad evaluation visits;

2.1.16 Descriptions of any separate functions or affitinti of the body to activities
other than accreditation (such as standards wrigta;

2.1.17 Details of any formal arrangement or recognitiomvtoch the body is party
either nationally or internationally, including gevmment authorities, private
sector organisations, other accreditation systetas,

2.1.18 Reports on any recent evaluations carried out bgraelevant organisations, if
applicable;

2.1.19 Self-evaluation report against the KPlIs;
2.1.20 Latest internal audit report; and

2.1.21 Latest management review report.

3. Document Review

3.1 The documents shall be reviewed by the Evaluatianddger (team leader). A report
stating any documentation nonconformities shalsbaed with a request for correction
before proceeding with the evaluation.

3.2 The team leader should confirm that all necessacyishents have been provided by
examination of the list of all documents.

3.3 The team leader should request any additional deatsrconsidered necessary for the
document review, to be provided in English and wipies also to other team members.

3.4 The document review should be conducted by the teader, liaising as appropriate
with the team members and using ISO/IEC 17011 aledant ILAC P-series documents
as the requirements.
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3.5

3.6

3.7

3.8

3.9

The record should indicate conformity or nonconfibyravith the requirements and
identify any gaps in the documentation of the systé&or nonconforming areas the
reason for the nonconformity should be statedriepart.

The team leader should submit the document revépart to the Applicant Body with a
request for a response to provide clarificationstective actions and an estimate of the
time-scale to submit revised documents if required.

Where feasible, the Applicant Body should providle@mended or additional documents
to the team for a further review. The team membkaaild review the documents, and if
necessary seek further clarification.

When the document review is complete and satisfiactioe team leader should issue a
report confirming the documents are acceptabletlaaickhe evaluation (or pre-
evaluation) of the accreditation body can commence.

The team leader should agree on mutually conveditess for the evaluation (or pre-
evaluation) with all parties concerned.
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ANNEX 2

Check-Report on Application

1. Name of the Accreditation Body applicant:
2. Date of Application:
3. Date of this report:
4, Name of person preparing this report:
5. General observations:
The completeness of the application: Yes/ No
» Have all the following documents in English beep@ied:
0 Scope of accreditation services Yes/ No
O Statement on the regional group(s) to which thdiegu belongs, if any: Yes / No
O Organisation chart (and parent organisation if any) Yes/ No
O Signature of applicant committing to fulfil the @ations of Full Member Status Yes/ No
6. Other information, if any:
Recommendation:
* Does the Applicant comply with all Application Gaita: Yes/ No
» Acceptance of application: Yes / No
« If "No", the reason for rejecting the application:
Signature:
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ILAC Mutual Recognition Arrangement (Arrangement):
Procedures for the Evaluation of Unaffiliated Bodiedor the Purpose of Recognition

ANNEX 3

Appointment, Composition and Requirements of the Qalifications of Peer Evaluation Team
Leaders and Members

1

Appointment and Duties of Evaluation Manager (Teen Leader)

11

1.2

1.3

1.4

In appointing the Evaluation Managers (teardées) for a specific evaluation, the AMC
should not appoint the same team leader for twoessive evaluations of the same
Applicant.

NOTE It is normal practice that evaluators fromraany members as possible are used

Team leaders shall be chosen from a list ohteaders prepared and kept up-to-date by
the AMC in cooperation with the recognised Regidaedups. This list should record

the experience of team leaders. The minimum quatibns for team leaders shall be as
given in Clause 3.2.

The team leader shall have ultimate respoitsssifor all phases of evaluation and is
delegated authority by the Arrangement MC to makal decisions regarding the
conduct of evaluation.

The team leader shall normally, in additiothi responsibility for managing the
evaluation and preparing the evaluation report,toresmy "trainee peer evaluator"
assigned to the team Mentoring trainees includes;ading him/her such task as he/she
is capable of performing, supervising and providingport to the Arrangement MC
about the performance of the trainee.

Composition of Evaluation Team

2.1

2.2

2.3

For the full evaluation visit, members of tearn shall be chosen as needed to cover the
types of accreditation, the technical fields, sind complexity of the accreditation
system under evaluation.

Note: A team leader should normally be accompahiedt least one other team member
for a pre-evaluation visit to ensure more than peeson is involved in establishing an
Applicant Body’s readiness for a full evaluatiositvi

Team members shall be chosen from a list of te@mbers prepared and kept up-to-
date by AMC in cooperation with the ILAC-recognigedgional Groups. This list
should record the experience of team members.ast lene member of the team shall
have sound experience with these evaluations.dbaratory accreditation, one member
of the team should be familiar with proficiencytieg. The minimum qualifications of
team members shall be as described in Clause 3.3.

The team chosen shall consist of represensatioen a cross-section of Accreditation
Body members of ILAC. The team shall be choserréwigde a balanced set of skills so
as to be able to conduct an effective evaluatioth@key components of the system
under examination.
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ILAC Mutual Recognition Arrangement (Arrangement):
Procedures for the Evaluation of Unaffiliated Bodiedor the Purpose of Recognition

2.4

NOTE 1 There should only be one team member fram a&ecreditation member body
taking part.

NOTE 2 The team members should have working kngeeiithe English language.
Knowledge of the local language should be takem &ttcount

NOTE 3 Some of the evaluation team members mayasabeir only task to perform
witnessing at different geographical places or ifftedent times than the rest of the team.

No team member should be associated with acyefitation Body that has provided
consultancy service to the body being evaluatedh®iast three years.

3 Requirements for Qualifications of Peer Evaluatos

3.1

3.2

Selection of Evaluators

3.1.1 The AMC shall approve and oversee their perémce in accordance with the
criteria in the following sections.

3.1.2 ILAC Members may nominate evaluators (igant leaders and team
members) in writing, including a description of #perience and the scope of
each proposed evaluator to ILAC AMC.

Team Leaders
3.2.1 A team leader shall be able:

3.2.1.1 to lead the Peer Evaluation team in agiefft and effective way,
including the distribution of the tasks among tb&nh members;

3.21.2 to evaluate whether an applicant compli¢ls the requirements
of the appropriate ISO/IEC Standard(s) and itsextited bodies
comply with the requirements of the appropriate/IEO
Standard(s);

3.2.1.3 to decide from the submitted documentadimnfeatures requiring
special study during the evaluation;

3.2.14 to report clearly and succinctly the firgdirof all team members,
in conformity with the Arrangement requirements;

3.2.1.5 to evaluate whether the corrective actaetwded by the applicant
are likely to be effective and to evaluate the ective actions
carried out;

3.2.1.6 to determine the criticality of the findfmg
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ILAC Mutual Recognition Arrangement (Arrangement):
Procedures for the Evaluation of Unaffiliated Bodiedor the Purpose of Recognition

3.2.1.7 to understand quickly and easily culturifiecences, as far as
essential in the evaluation process.

3.2.2 In order to meet these criteria, a team leslaail:

3.2.21 be an experienced person within an Acagdit Body or
organisation which has relevant working experienith
accreditation and have the appropriate technicgtdraund and
experience (at least three years) of assessment;

3.2.2.2 have participated in at least two peelua@mns of Accreditation
Bodies as a team member;

3.2.2.3 have sound knowledge of the applicatiothefappropriate
ISO/IEC Standards and relevant Arrangement requngs,

3.2.24 be able to understand and to express hiselfielearly, in
speaking and writing in English or the primary laage of the
Region;

3.2.2.5 have experience in chairing meetings amdanhing consensus

on delicate points;
3.2.2.6 have good interpersonal skills.
3.2.3 The AMC shall approve team leaders for agtlyear term.
3.24 AMC shall arrange periodic meetings for tdaaders in order to improve and
maintain the harmonisation of the evaluations.
3.3 Team Members
3.3.1 A team member shall be able:
3.3.1.1 to evaluate whether an applicant compligls the requirements
of the appropriate ISO/IEC Standard(s) and itsextited bodies
comply with the requirements of the appropriate/ISC
Standard(s);
3.3.1.2 to report clearly and succinctly the firghin
3.3.1.3 to determine the criticality of the finding
3.3.2 A team member shall:
3.3.21 be an experienced person or assessor \igilmer Accreditation
Body or a organisation who has relevant workingegigmce with

accreditation and has the appropriate technicdddgraand in the
assigned areas of the evaluation (at least 3 years)
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ILAC Mutual Recognition Arrangement (Arrangement):
Procedures for the Evaluation of Unaffiliated Bodiedor the Purpose of Recognition

3.3.2.2 successfully completed a relevant traicimgrse(s) and have
experience, as a trainee, in Peer Evaluation ofefitation
Bodies;

3.3.2.3 have sound knowledge of the applicatiothefappropriate
ISO/IEC Standard(s), and relevant Arrangement requénts;

3.3.24 have good interpersonal skills; and

3.3.25 be able to understand and to express hiselfielearly, in
speaking and in writing in English.

3.3.2.6 follow the instruction given by the tearader.

3.4 Evaluator Attributes

3.4.1

3.4.2

Evaluators should:

34.1.1 be open minded and mature;
3.4.1.2 possess sound judgement, analytical s&itid tenacity;
3.4.1.3 have the ability to perceive situationa mealistic way, to

understand complex operations from a broad pelispeeind to
understand the role of individual units within axganisation.

Evaluators should be able to apply the aitei of 3.4.1 in order to:

3421 obtain and assess objective evidence fairly

3.4.2.2 remain true to the purpose of the evalonatithout fear or
favour;

3.4.2.3 evaluate constantly the effects of evabtmabbservations and

personal interactions during an evaluation;

3.4.2.4 treat concerned personnel in a way thatedt achieve the
evaluation objective;

3.4.2.5 react with sensitivity to the local convens of the area in which
the evaluation is performed,;

3.4.2.6 perform the evaluation process without a&wy due to
distractions;

3.4.2.7 commit full attention and support to thaleation process;

3.4.2.8 react effectively in stressful situations;
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ILAC Mutual Recognition Arrangement (Arrangement):
Procedures for the Evaluation of Unaffiliated Bodiedor the Purpose of Recognition

3.4.2.9 arrive at generally acceptable conclusi@sed on evaluation
observations;

3.4.2.10 remain true to a conclusion despite predsuchange that is not
based on evidence.
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ILAC Mutual Recognition Arrangement (Arrangement):
Procedures for the Evaluation of Unaffiliated Bodiedor the Purpose of Recognition

ANNEX 4

Typical Evaluation Program of a Single AB

1

Introduction

In principle it is the task of the TL to creatdradtable for an evaluation that allows for
sufficient time to collect such information thaindiolence can be obtained in the operation of
the AB to such an extent that the signatories @éoAtitangement can promote acceptance of
results from CABs accredited by the evaluated AB.

Because there exist a large variety of circumstmnoeler which an evaluation will take place,
it should be the prerogative of the TL to deviataf the examples shown under 4.2. The TL
should agree with the team members on the durafionsultation with the AB under
evaluation is essential. When the proposed timetagely differs from the examples of 4.2 or
when additional team capacity is required, the A8hGuld also be consulted at an early stage.

Considerations
2.1 Maximum duration

The TL must try to arrange the evaluation to taleegin the shortest possible time,
preferably within one full (7 days) week.

If withessing or observing is not possible durihg tveek of the formal evaluation and if
no alternatives are possible, the TL should makengements to have witnessing and/or
observations performed in the weeks preceding\hkiation. This will allow for a well-
founded closing meeting in which all fact findingncbe reviewed and discussed. It is
additionally advised to use only experienced teaambyers for such parts of the
evaluation.

2.2 Types of evaluation
Given the long interval (approximately 4 yearsWedn evaluations, the duration of a
re-evaluation is comparable to that of an initileation. A shorter duration applies for
pre-evaluations, for follow-up evaluations andgoope extensions that are conducted
separately from a re-evaluation.

2.3 Witnessing/observing
— The team has to consider how to deal with obegtvi

At present 2 scopes of Arrangement are recognised:

— Calibration Laboratories
— Testing Laboratories

Since MOUs are being concluded with certain indusérctors, specific attention may be
needed to assure the AB’s competence to assdsssia fields.
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ILAC Mutual Recognition Arrangement (Arrangement):
Procedures for the Evaluation of Unaffiliated Bodiedor the Purpose of Recognition

2.4

2.5

It must be stressed that despite spending timebearwing, it is very important to spent
ample time to check on how an AB selects its assessd experts for a particular
assessment. Thorough checking of records from steeeds is required including
matching the assessor’s expertise to the scogedfAB being assessed.

Size of the AB

The influence of the AB’s scope on the duratiothef evaluation (on-site part) relates
primarily to the number of witnessing and obsenaatjvities. The AB’s management
system may not differ (especially when ISO/IEC 1772004 is implemented) too much
when the AB has one activity or several activities.

When there is a large difference in the numbercofeditations in the various fields, the
TL may decide to place more emphasis on witnessitige larger field(s).

Other factors
Factors that may negatively influence the duraitafude:
— Need for translators and their effect of slowingvddhe evaluation
— Extensive travel and travel circumstances
— Cultural differences
This annex cannot provide guidance on all thesestdt is left to the team and their

experience to judge these effects and to catehém in such a way that there is no
compromise to the principle stated in the introdurcto this annex.

3 Managing the Evaluation

3.1

Preparation and planning

The time for the evaluators to spend on preparddiagely depends on the quality of the
documents that the AB forwards. The documentsatreatequired are specified in Annex
1. Accurate translation of the documents into Esfgis essential. The KPI self-
assessment document and the checklist relatingcitreditation standard(s) to the AB’s
procedures/documents must be detailed and acciitegse two documents will greatly
assist the evaluation team in preparation. The ABtraend all documents at least 3
months in advance of a visit to allow for prepamatand for requesting additional
information. The Team members must start reviewlegdocuments directly after
receipt. In essence the team leader should be@plepare a part of the report with
background informatiobefore the on-site evaluation. This part of the preparais the
same for all types of evaluations. The total timeoived in studying of the
documentation may take on average 3 to 5 day$éTL and 2 to 4 days for the team
members.

For planning of the witnessing, the AB must proyidiean early stage, the evaluation
team with a list of assessments that will take @faom about 6 weeks before the
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ILAC Mutual Recognition Arrangement (Arrangement):
Procedures for the Evaluation of Unaffiliated Bodiedor the Purpose of Recognition

3.2

proposed on-site evaluation date. This gives thmtie opportunity to carefully select
and plan the witnessing/observation activities.

On-site evaluation

The team should be prepared to make long workiyg daring the on-site evaluation.

An on-site visit typically consists of:

Opening meeting, presentation by team leader augliaims, objectives and
procedure to be used by evaluation team

Evaluation of the AB’s offices and management sysieview of files and
records

Discussing the results of the KPI's self-assessmegrurt
Evaluation of the assessment report and preparatitre assessment

Splitting the team members in accordance with theireriences for the purpose
of witness including the on-site preparation of dnaft assessment report with a
list of findings

Normally one witness of an initial accreditationaore-accreditation of a CAB for
every accreditation program (7 witnesses, see €laL® or two surveillances

Discussing about the results of the witnessing WithAB team and AB
Closing meeting, presentation and discussing dalirfigs.

Some timetable examples are:

3.2.1  Full size scope AB
Day Actions Evaluators
Sunday >= 4 hours for preparation with the team TL+4TM

(key issues to be addressed + evaluation plan)

Monday Office, opening meeting, records etc + pragian for TL+4TM

witnessing/observing assessments

Tuesday Office + witnessing staff + withessing/ahsg TL+4TM

assessments (split team)

Wednesday Office + witnessing staff + vertical &siei witnessing TL+4TM

/observing assessments (split team)

Thursday Office + witnessing staff + vertical agdigpecially TL+4TM

directed for confirmation of previous findings +
witnessing/observing assessments (split team))

Friday Same + preparation final Report + closingetimg TL+4TM

Saturday Discussing further actions for TMs + dapar TL+4TM
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ILAC Mutual Recognition Arrangement (Arrangement):
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3.2.2 Single scope AB

Day Actions Evaluators
Day 1 3 hours for preparation with the team TL+2TM
Office, opening meeting, records etc
(key issues to be addressed + evaluation plan)
Day 2 Office + witnessing assessments (split team) TL+2TM
Day 3 Office + witnessing staff + preparation fif@port + closing| TL +2 TM
meeting
Day 4 Discussing further actions for TMs + departure TR ¥M
morning
3.2.3  ABs with 2 scopes of accreditation
Day Actions Evaluators
Day 1 3 hours for preparation with the team TL+2TM
Office, opening meeting, records etc
(key issues to be addressed + evaluation plan)
Day 2 Office, opening meeting + preparation fome#sing TL+2TM
assessments
Day 3 Office + witnessing staff + withessing assessts (split TL+2TM
team)
Day 4 Same + preparation final Report + closingtinge TL+2TM
Day 5 Discussing further actions for TMs + departure TR ¥M
morning
3.2.4  ABs with 3 fields of accreditation
Day Actions Evaluators
Sunday >= 4 hours for preparation with the team TL+3TM
(key issues to be addressed + evaluation plan)
Monday Office, opening meeting, records etc + pragen for TL+3TM
withessing/observing assessments
Tuesday Office + witnessing staff + witnessing/obse assessments| TL + 3 TM
(split team)
Wednesday Office + witnessing staff + vertical asiei withessing TL+3TM

/observing assessments (split team)

further actions for TMs + departure

Thursday Office + witnessing staff + vertical agdigpecially directed | TL + 3 TM
for confirmation of previous findings + witnessingéerving
assessments (split team))

Friday Preparation final Report + closing meetindpiscussing TL+3TM
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During the evenings the team members should mebistoiss their findings
and possibly adjust the focus of their attentiame TL will need to
add/modify/enhance the preliminary report that ltesufrom the studying of
the documentation and discuss such changes dinengdek with the team
members. The TL may also require the AB to prowdgeneral description of
the AB to be used in the report.

3.3 Activities after the on-site evaluation

Since the major part of the reporting can be ddadiigring the evaluation electronic
means to communicate with the team members sheutdifficient to provide feedback
and support as the TL prepares the final reportiferAB.

The team needs to spend time on reviewing the ABfsective actions and on the
preparation of the team’s comment to these coxmeetctions. The TL should take the
lead in preparing this reaction. Finally the TL haprepare a recommendation to the
decision-making committee. Typically this may t&8 days for the TL. For TMs, the
time involved may be limited to 0.5 days.
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ANNEX 5

Evaluation Reporting on a Single Accreditation Body

A)  Steps in Evaluation Reporting on a Single Accreithtion Body:

1 Preparation of Summary report (including as an appendix the nonconformities,
concerns and comments presented in table formatparaps a completed checklist).
This has to be completed and is preferably to Indéirroed by the applicant at the end of
the on-site evaluation visit.

2 Preparation of the Draft Report of the On-site Evaliation Visit. This report is the
agreed report of the team and the AccreditationyBodl includes the results of the
Witness activities. This includes the full texttbé summary report.

3 Formal Response of the Accreditation Body to the Rdings. Ideally, the
accreditation body’s response can simply be indeeet under each finding presented in
table format with attachments of supporting evidgeotcorrective action as appropriate.
(see what is expected of the AB'’s response aneciive action described in C).

4 Formal Reaction of the Team to this ResponseThe team’s reaction to each response
to every finding is submitted to the Accreditatidady for consideration.

5 Steps 3 and 4 may be Repeated.

6 Preparation of a Final Report to the Arrangement Gioup. This report consists of the
items identified under steps 2, 3 and 4 (i.e, fdrt@am report, formal AB response and
formal team reaction). In addition, the recomméiadeof the team is stated as the
leading page of the team’s final report. Itemduded in steps 3 and 4 should be
combined into one table stating the nonconfornit@scerns, the formal AB response
including corrective actions, and the team’s reewctiThis will ease the review process
of the Arrangement Group and its Decision-makingupr

B) Typical Structure and Content of a Final Evaluaton Report on a Single Accreditation
Body

0 Cover page
The cover page states the type of evaluatiomainee of the Accreditation Body that has
been evaluated, the dates of the evaluation Visit(e names of the team leader, other
team members and observers, specifying the orgamida which they belong, and a
clear indication that the report is confidential.

1 Contents
For a full evaluation, a page should list the eoid of the report, including the annexes.

2 Summary
For a full evaluation, the name and type of Acitegbn Body and the organisations
involved in the evaluation. The summary shouldlude the next steps in the process,
any recommendations and reference to the noncoiifesinconcerns and comments (see
Annex) and must be signed by all team members
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3 Introduction
The introduction should give the reason for thaleation, the participants, a summary
of the content of the evaluation, criteria agaimsich the evaluation was performed,
activities undertaken during the evaluation, priovis of documentation and translation,
types of assessments observed and institutiortedisi

4 Background on the Accreditation Body
This section should state the history and backgtaf the accreditation body, including
fields of accreditation, relationship to governmeasponsibilities, management, number
of accreditations, staffing levels, number of assesand arrangements with other
bodies.

5 Performance of the System
The subsections of this section are based upoKdfid®erformance Indicators (ILAC-
IAF A3).

6 Arrangement Obligations
For re-evaluations, the steps taken by the signadamplement the obligations stated in
the Arrangement document(s).

7 Annexes

7.1 Nonconformities, concerns and comments (to beatettie end of the on-site
evaluation visit).

7.2 Lists of documents supplied before evaluation

7.3 Evaluation programme and agenda

7.4 Organisation chart of the Accreditation Body

7.5 List of observed assessments with the type of carifp assessment bodies
involved and their accreditation scopes, and tyfmssessment identified

7.6 Declaration of confidentiality statement signedatiteam members and observers

C) Guidance On Classification Of Findings
Finding: To be used as a general term

Nonconformity: Finding where the AB does not meet a requiremétite
applicable standard(s) (e.g., ISO/IEC 17011),\t8 0
management system or the Arrangement requiremeiatsvay
that discredits its competence or jeopardises tiadity of its
work.

The evaluated AB is expected to respond to a ndoomity
by taking appropriate corrective action and prawgihe team
with evidence of implementation.

Concern: Finding where the AB’s practice may develop intoon-
conformity or the team is not fully satisfied.

The evaluated AB is expected to respond to a cartmer
providing the team with an appropriate action @ad time
schedule or a clarification.
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Comment:

Finding about documents or AB’s practices wijhotential of
improvement; but still fulfilling the requirements.

The evaluated AB is not expected to respond to cemtsrbut
may do so if it wishes.
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ANNEX 6

Evaluation Summary Report For a Single Accreditatiaon Body

Applicant:
Dates of evaluation:
Evaluation team:
Identification of the Full Evaluation Report:
Evaluation sites:
Applicant’s office(s):
Witnessed assessments:
Scope of evaluation:
Applicant organisation
Number of staff:
Areas of accreditation activity:
Number of bodies accredited:
Organisational structure:
Decision making process:

Relationships (e.g. government, other bodies, inteational organisations):

Findings of the evaluation team (nonconformities ath concerns):

Conclusions:
Statements of closeout of nonconformities and conues:
Unresolved issues:

Conclusion and recommendation:
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ANNEX 7

Decision Making Regarding Evaluations of a Single écreditation Body

1.

Decision Making Regarding Evaluations

11

1.2

The evaluation report, the corrective actiamd the recommendations of the team leader
shall be submitted as the final report to the ILB€xretariat who will distribute the
report to the members of the AMC.

The AMC shall prepare a summary report forAhangement Council which shall
decide:

in the case of an initial evaluation, whether orthe Applicant Body may enter the
Cooperation’s Arrangement;

in the case of a re-evaluation, whether or no#pgelicant Body will remain a Signatory
to the Arrangement. Positive decisions can be apeoied by conditions (see 2.0
Hierarchy of Decisions).

NOTE 1 The Arrangement Council may decide to camtya re-evaluation, partly or
totally prior to the normal 4 year period. Normaltlyis would be the case after initial
evaluations or fundamental re-organisations

NOTE 2 For voting rules see the Bylaws of ILAC.

Hierarchy of Decisions

2.1

2.2

2.3

Decisions made as a result of peer evaluatangake many forms. Implicit in these
decisions is the possibility of a variety of "saons". This guidance outlines a hierarchy
of the major types of decisions from the most pasitiecision to the least positive
decision (i.e., conditions or sanctions of incregseverity are imposed).

Decisions on new applicants from affiliated legbf ILAC-recognised Regional Groups
are made by the decision-making group of theiregepe multi-lateral mutual
recognition arrangement (Regional Cooperation)ciédens on the on-going re-
evaluations of Signatory affiliated bodies alsddesvith the recognised Regional
Group. This becomes a prerequisite to signing aaichtaining Signatory status with the
Arrangement.

The ILAC Arrangement Council makes all decision unaffiliated bodies. There are
primarily two situations to addresdew Applicant Unaffiliated Single Accreditation
BodiesandSignatory Unaffiliated Single Accreditation Bodigs third situation that is
not addressed below is the possibility of adveesgsibns or sanctions imposed on an
Arrangement signatory which fails to abide by idigations under the Arrangement
itself.

! Provided that ILAC dues are paid and other oblgetiare fulfilled.
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2.4 Decisions on New Applicant Unaffiliated Single veclitation Bodies
241 Approval without conditions (re-evaluationoiccur 4 years hence)

2.4.2 Approval with conditions (e.g., shortene@imal for re-evaluation, completion
of one or more Interlaboratory Comparisons (ILCs))

2.4.3 Defer approval pending submittal of requige@tlence of corrective actions
and/or re-visit by one or more members of the eatédn team to confirm
implementation of corrective actions

244 Disapproval with a new evaluation required

2.5 Decisions on Signatory Unaffiliated Single Accratiin Bodies:
251 Approval without conditions (re-evaluationotccur 4 years hence)

2.5.2 Approval with conditions (e.g., shorteneeiaal for re-evaluation, completion
of one or more ILCs)

253 Defer re-approval pending submittal of reggiievidence of corrective actions
and/or re-visit by one or more members of the eatadn team

254 Reduction of recognition for one or more g/péaccreditation
255 Withdrawal of Signatory status (subject tals Process) -- if ultimately a

Signatory were withdrawn, a new application andwation would be required
to re-enter the Arrangement

2 Disapproval should rarely happen for New Applicdnaffiliated Single Accreditation Bodies since an
evaluation report is normally only submitted fadecision once a consensus of the Evaluation Tearthend
ILAC Arrangement Management Committee has conclildatall requirements have been met.
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ILAC Mutual Recognition Arrangement (Arrangement):
Procedures for the Evaluation of Unaffiliated Bodiedor the Purpose of Recognition

ANNEX 8

Monitoring and Re-Evaluation of a Single Accreditaton Body

1. Periodic monitoring and re-evaluation of the Arramgent(s) is necessary.

2. All Arrangement Signatories shall be formally realaated at maximum intervals of four
years.

3. Partial to total re-evaluation may be conducteanetarlier date as directed by the
Arrangement Group Decision-making Group, shouldeloe due cause such as natification of
significant changes in administration, financesragional practices or an extension in the
scope of accreditation available.

4, Monitoring of changes notified by an Arrangemengnsitory shall be appropriately examined.

5. Re-evaluation visits should be led by a team, irctvithe majority of members will not have
been on the team that undertook the previous etiatua
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