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1Purpose

This document sets out the general policy of SAAC regard CAB

participation in proficiency tests and interlaboratory comparisons for

all Conformity Assessment Bodies (CABs) performing Testing and

Calibration activities.

2 Scope

The document is applicable to all laboratories (testing, calibration

and medical) along with CABs performing testing or calibration

activities as part of their accredited conformity assessment activities,

where PT and ILC activity are available and appropriate.

3 Reference

ISO / IEC 17011: 2017 (Conformity assessment - General
bodies

requirements for accreditation that accredit
conformity assessment bodies).

ISO / IEC 17025: 2017 General requirements for the
competence of calibration and testing laboratories.

ISO / IEC 17020: 2012 Conformity assessment - Activity
requirements for different types of agencies providing
inspection services.

ISO 15189:2022 Medical laboratories - Requirements for
quality and competence.

ISO 20387:2018 Biobanking — General requirements for
biobanking.

ISO 17034: 2016 General requirements for the competence
of reference material producers.

ISO / IEC 17043: 2023 Conformity assessment - General

requirements for proficiency tests.

ISO 13528: 2022, statistical methods used in proficiency and

comparative tests.

ILAC P9: 01/2024 ILAC Policy for Participation in Proficiency
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4 Terms / definitions

Proficiency tests (PT): evaluation of participant performance
against pre-established criteria by means of interlaboratory

comparisons.

Interlaboratory comparisons (ILC): design, performance and
evaluation of measurements or tests on the same or similar
items by two or more laboratories in accordance with

predetermined conditions.

External quality assessment (EQA): evaluation of participant
performance against pre- established criteria by means of

interlaboratory comparisons.

Level of participation: the number of sub-disciplines
identified by the organization within its field, and thus the
number of proficiency tests / specific comparison programs
that should be considered for participation.

Frequency of participation: The number of times the
organization determines that it needs to participate in
proficiency tests or comparison programs in a particular sub-
specialty, which may differ from one sub-specialty to another
in the laboratory and between laboratories that have the same
sub-specialization.

Category: the field of technical competence that is defined by

a single measurement technique, property, or product.

5 Contents: SAAC policy on proficiency testing and/or

Interlaboratory comparisons

5.1 General Requirements

511

The reasons for participating  in the proficiency

tests/comparison programs are:

To assess the technical feasibility of procedures related to an
experiment, analysis, examination, calibration or inspection.

To assess the accuracy, correctness and effectiveness of the
equipment used to conduct the analysis, experiment,
inspection (if applicable), or calibration in the conformity

assessment body.
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- To assess the accuracy, validity and effectiveness of the
reference materials used in the conformity assessment body.

- To assess the competency of workers in the conformity
assessment body.

- Tocompare the results of the conformity assessment body with

its peers.

- To support CMC files for calibration laboratories.

5.1.2 CAB shall formulate and implement policies related to its

participation level and frequency in PTs/ILCs.

51.3 The CAB shall review all PT/ILCS related policies and

procedures consider all the technical activities

periodically

developments.

5.1.4 The policy and procedures related to participation in PTs/ILCs
should include indicators and criteria for evaluating results with the

approved corrective measures.

5.1.5 CABs are required to develop a participation plan in PT and/or
ILCs (PT participation plan).SAAC shall assess the PT participation plan
to ensure that there is a representative and satisfactory participation in

PT and/or ILCs activities regarding an accreditation scope.

5.1.6 SAAC shall ensure that the PT participation plan foresees a
representative participation in PT and/or ILCs activities within

accreditation scope.

5.1.7 The CAB shall participate in accredited PT/ILCs programs
according to ISO/IEC 17043 where available and applicable.

5.1.8 Participation in accredited PT/ILCS shall cover every category,

that is a minimum of one participation for each category.

5.1.9 Possible participate in ILCS organized for purposes other than
determining the competency of conformity assessment bodies.

(ISO/IEC 17043:2023)
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5.3 Selecting proficiency

laboratories (Medical/Testing/Calibration) and an

testing programs for ab}w‘ ‘..j

entity that performs testing or calibration.

® - Participation in PT/ILC programs shall consider the
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following order:

1- CABs are required to select a proficiency testing provider

(PTP) that is accredited by SAAC in accordance with
ISO/IEC 17043, ensuring that the intended participation

programs fall within the scope of the PTP's accreditation.

2-If not available, CABs are required to select a proficiency

testing provider (PTP) thatis accredited by an accreditation
body that has signed a mutual recognition agreement with
the international laboratory accreditation cooperation
(ILAC) in accordance with ISO/IEC 17043, ensuring that
the intended participation programs fall within the scope

of the PTP's accreditation.

3- If not available, CABs are required to select a proficiency

testing provider (PTP) thatis accredited by an accreditation
body that is not a signatory of ILAC-MRA in accordance
with ISO/IEC 17043, ensuring that the intended
participation programs fall within the scope of the PTP's

accreditation.

4-If not available, CABs are required to participate in any

proficiency testing programs that is not accredited for

ISO/IEC 17043.

5- For point 3 and 4, SAAC shall evaluate the PT participation

results to ensure the participation has achieved intended

purpose.

5.3.1 The CAB can apply foraccreditation from SAAC while providing

the PT/ILCs participation records and/or plan.
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5.4 Alternative to participation of PT

SAAC shall assess the justifications of the CAB’s alternative
approaches when there are no available and appropriate PT to cover
the applicant or accredited scope. SAAC shall verify that the
alternative approach implemented by the CAB ensures the validity of
the results. Alternative approach may include:

a) Structured comparison tests between two laboratories or

more by the means of ILC.

b) Comparing with external reference material produced by a

reference material producer accredited to 1ISO 17034.

) Using an internal QC sample that has data statistics well
established.
d) The inspection bodies shall provide evidence that they

internally monitor the quality of the inspection results in accordance

with Guide No. G-1-04.

5.5 PT constant poor performance

SAAC considers the following during the assessment of the PT/ILC
participation:

e) Consideration of PT /ILCs participation and performance in
particular when persistent poor performance is identified, where SAAC
can consider the effectiveness of the corrective action taken and the

possibility of the suspension, withdrawal, or scope reduction.

f) SAAC considers if PT / ILCs has been mandated, by a

regulator, an industry or professional sector.

g If the CAB’s PT participation plan is considered not suitable in
relation to the scope of accreditation, SAAC will require the CAB to

modify is participation plan as corrective action.

h) SAAC considers the CAB’s PT / ILCs previous performance,

when planning for the assessments.

i) SAAC ensures that the CABs have appropriate evidence of the
competence of the PT provider or the organization providing ILCs,

when applicable.
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