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1.Purpose:

The purpose of this document is to outline the policy and requirements of the IACLD regarding the use and evaluation of
External Quality Assessment (EQA) (which on 1S015189:2022,3-10, EQA known as proficiency testing PT) and
Interlaboratory Comparisons (ILCs) in the accreditation process of medical laboratories, in compliance with the
requirements of 1SO 15189:2022 and ILAC-P9:06/2024.
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2- Scope
This document is used in IACLD for the accreditation of medical laboratories.
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3-Responsibility
3-1 The Accreditation Executive manager is responsible for the implementation of this document.
3-2 The Accreditation Manager is responsible for general supervision over the implementation of this document.

Gyl g oMol -F
Wl oo 2y SHlae g o laslisl jo eals &l) gla o3ly 5 i ylai ol S jae ol o andy G oy )l g DlMasl

-1SO15189:2022, 7-3-7-3: EQA (External quality assessmen

-ILAC-P9-01/2024: ILAC Policy for Proficiency Testing and/or Interlaboratory comparisons other than Proficiency
Testing

- EA-4/21 INF: 2018: Guidelines for the assessment of the appropriateness of small interlaboratory comparison within the
process of laboratory accreditation

-EA-4/18G-Guidance on the level and frequency of proficiency testing participation

-ISO/IEC 17043-2010: Conformity assessment — General requirements for proficiency testing
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4-1-proficiency testing (PT)
Evaluation of participant performance against pre-established criteria by means of interlaboratory comparisons

Note 1 to entry: Further information regarding the design of various proficiency testing schemesis provided in Annex A. (ISO/IEC
17043:2023, 3.7)
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4-2-external quality assessment (EQA)
Evaluation of participant performance against pre-established criteria by means of interlaboratory
Comparisons.

(1SO 15189:2022, 3.10)
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4-3-interlaboratory comparison
Design, performance and evaluation of measurements or tests on the same or similar items by two or more
laboratories in accordance with predetermined conditions (ISO/IEC 17043:2023, 3.4)
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4-4-1 evel of participation: The number of specific activities that an organisation identifies within its scope of

accreditation, and therefore the number of specific proficiency tests that should be considered for participation.
EA-4/18 G: 2021
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4-5-Frequency of participation: The number of proficiency tests per unit of time, in which a laboratory participates for
an activity as specified in their scope of accreditation. EA-4/18 G: 2021
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Scope of accreditation: specific conformity assessment activities for which accreditation is sought or has been granted.
EA-4/18 G: 2021
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4-7-Small interlaboratory comparison (small ILC):
An interlaboratory comparison organised by, and among seven or less laboratories (EA-4/21 INF:2018 [6])

clexge i) (ILC) oaBeiiba Slom anlin 51 sa) 5 () ke Cud gise 48 ST 1 (ILC organizer ) ILCosinsylojlu-A-F
4-8-ILC organiser
The laboratory which takes responsibility for the development and operation of the ILC. EA-4/18 G: 2021
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4-9-outlier
Member of a set of values which is inconsistent with other members of that set

Note 1 to entry: An outlier can arise by chance from the expected population, originate from a different population, or be the result of
an incorrect recording or other gross error. (ISO/IEC 17043:2023)
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4-10-participant
person or organization that undertakes activities related to proficiency testing and submits their results for
performance evaluation by the proficiency testing provider (ISO/IEC 17043:2023)

Proficiency Testing Provideres )l ;59051 6 yxe—V1-F
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4-11-proficiency testing provider
Organization which takes responsibility for all activities in the development and operation of a proficiency testing
scheme. (ISO/IEC 17043:2023)
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5- Principles

5-1 IACLD Policy

An applicant and accredited laboratory request accreditation from this IACLD shall comply with the requirements

regarding EQA and/or ILC as outlined in this document, which align with the following documents:
-1S015189:2022, 7-3-7-3: EQA (External quality assessmen
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-ILAC-P9-01/2024: ILAC Policy for Proficiency Testing and/or Interlaboratory comparisons other than Proficiency
Testing

- EA-4/21 INF: 2018: Guidelines for the assessment of the appropriateness of small interlaboratory comparison within the
process of laboratory accreditation

-EA-4/18G-Guidance on the level and frequency of proficiency testing participation
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The ILAC policy on PT and/or ILCs other than PT is the following:

1) Taking into consideration the outcome of the Lab’s risk assessment, participation in PT is considered mandatory when
available, appropriate and deemed necessary, by 1SO 15189:2022,.

2) The IACLD requests their applicant and accredited labs to develop a participation plan in PT and/or ILCs other than PT (PT
participation plan).

3) The IACLD shall assess the PT participation plan to ensure that there is a representative and satisfactory participation in PT
and/or ILCs other than PT activities regarding an applicant scope before granting accreditation.

4) The IACLD shall ensure that the PT participation plan foresees a representative participation in PT and/or ILCs other than PT
activities regarding any accreditation scope.

5) Where satisfactory performance is not achieved, the IACLD shall assess the evidence of the implementation of prompt and
appropriate corrective actions.

6) The IACLD shall assess the justifications of the lab’s alternative approaches when there are no available and appropriate PT
and/or ILC’s other than PT to cover the applicant or accredited scope. The IACLD shall verify that the alternative approach
implemented by the lab ensures the validity of the results.

7) The IACLD shall define its process on the use of PT and/or ILCs other than PT. The process shall include, at least, the
following:

how the IACLD takes into consideration PT and/or ILCs other than PT participation and performance (in particular when
persistent poor performance is identified);

Note: This includes PT and/or ILCs other than PT that has been mandated, for example by a regulator body or professional
sector.

how the IACLD deals with the situation where the CAB’s PT participation plan is considered not suitable in relation to the scope
of accreditation;
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how the IACLD takes into account a lab’s PT and/or ILCs other than PT performance, to plan the assessments;

how the IACLD ensures that the labs have appropriate evidence of the competence of the PT provider or the organization
providing ILCs other than PT.(According to ILAC P9:2024,Appendix A)

ILAC-P9:2024,5
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5-2- IACLD Requirements
The laboratory shall monitor its performance of examination methods (including POCT examination methods),
by comparison with results of other laboratories.
1SO15189:2022-7-3-7-3-a
POl 3 oee 90 o L (So vgame &5 (Jg Jeld 5 050 il 5 iy b b b ok
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Ll & 5lae 9051 len External Quality Assessment (EQA)
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gl o Al gL A5 o 00,5
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This monitoring shall be planned and reviewed and shall include, but not be limited to, either or both of the
following:

a) Participation in proficiency testing that External Quality Assessment (EQA) known as proficiency testing (PT)
based on 1S015189:2022,3-10.

NOTE ISO/IEC 17043 contains additional information on proficiency tests and proficiency testing providers.
Proficiency testing providers that meet the requirements of ISO/IEC 17043 are considered to be competent.
b) Participation in interlaboratory comparisons other than proficiency testing.

EP4/21- Introduction (1)
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Participation in PT and/or ILCs other than PT, organised by competent providers is, for an accredited CAB, an integral
part of the monitoring of the validity of its results. ILAC-p9:2024, premble
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When an EQA programme is either not available, or not considered suitable, the laboratory shall use alternative
methodologies (based on 1S015189:2022-7-3-7-3-f ) to monitor examination method performance. The laboratory shall
justify the rationale for the chosen alternative and provide evidence of its effectiveness. 1S015189:2022-7-3-7-3-f

il cenlio b oytws 0 PT as 0,5 )15 b ae wb Sl ks [LC yo o8 jLiwe 5,5 oSTT cansly oo -
It should be emphasised that participation in ILCs other than PT should only be envisaged when PTs are not available,
and/or appropriate.ILAC-P9:2024, Preamble
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EQA data shall be reviewed at regular intervals with specified acceptability criteria, in a time frame which allows
for a meaningful indication of current performance. 1S015189:2022-7-3-7-3-g
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Where EQA results fall outside specified acceptability criteria, appropriate action shall be taken (see 8.7),
including an assessment of whether the non-conformance is clinically significant as it relates to patient
samples. 1S015189:2022-7-3-7-3-h
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Where it is determined that the impact is clinically significant, a review of patient results that could have
been affected and the need for amendment shall be considered and users advised as appropriate.
1SO15189:2022-7-3-7-3-i
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5-2-1 — The Procedure
The laboratory shall establish a procedure for EQA enrollment, participation and performance for examination methods
used, where such programmes are available. 1S015189:2022-7-3-7-3-b
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5-2-2 -Participation Program

Applicant and accredited labs shall develop a participation plan in PT and/or ILCs other than PT for all requested
accreditation scopes before accreditation is granted and shall have achieved satisfactory results. ILAC-P9:01/2024-5.3
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d) The EQA programme(s) selected by the laboratory shall, to the extent possible:
1) Have the effect of checking pre-examination, examination, and post-examination processes;

2) provide samples that mimic patient samples for clinically relevant challenges;
3) Fulfill ISO/IEC 17043 requirements. 1SO15189:2022-7-3-7-3-d
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When selecting EQA programme(s), the laboratory should consider the type of target value offered.
Target values are:
1) independently set by a reference method, or
2) set by overall consensus data, and/or

3) set by method peer group consensus data, or
4) set by a panel of experts.

NOTE1  When method-independent target values are not available, consensus values can be used to
determine whether deviations are laboratory- or method-specific.

NOTE 2 Where lack of commutability of EQA materials can hamper comparison between some methods, it can
still be useful for comparisons to be made between methods for which it is commutable, rather than relying only
on within-method comparisons. 1SO15189:2022-7-3-7-3-¢
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The program shall include the title of "External Quality Assessment” (EQA) and/or "Interlaboratory Comparison” (ILC),

the level and frequency of EQA and/or ILC participation, the title of the measurements, and the name of the provider or

organizer. Additionally, the program shall be compatible with the requested scope for accreditation, ensuring that the type
of sample and the method of presentation in the program align with the routine work of the laboratory.
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5-2-3-Approach of Participation through PT and/or ILCs

Participation through PT and/or ILCs other than PT to demonstrate the validity of results can be conducted through the
following options. The following criteria are considered acceptable by IACLD when selecting a PT and/or ILC provider:
-A PT provider, accredited to ISO/IEC 17043:2023 by an AB signatory of the ILAC MRA for PT providers;

-A PT provider, accredited to ISO/IEC 17043:2023 by an applicant AB or an AB non-signatory of the ILAC MRA for PT
providers;

-Participation in an ILC, which is organised for other purposes than determining a CAB’s competence (ISO/IEC
17043:2023);

-Organisation of, or participation in, ILCs organised, in accordance with the relevant requirements of ISO/IEC
17043:2023, to determine the performance of accredited CABs by comparison with results of other laboratories.

Accredited CABs offering PT schemes according to the first bullet point have been subject to relevant assessment through
the ILAC MRA. For the other bullet points, there is no formal recognition of competence, in terms of ILAC MRA, of the

PT and/or ILC provider.

Note: EA-4/21 INF[11] (Guidelines for the assessment of the appropriateness of small interlaboratory comparison within

the process of laboratory accreditation) can be used to assess the validity of the two last bullet points in regard to meeting

the relevant requirements of ISO/IEC 17043:2023.

ILAC P9:2024, Apendix A
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5-2-4-Level and Frequency of Participation

The first step for a laboratory is to consider their scope of accreditation concerning the measurements for which it is
accredited.

Ideally, a laboratory would participate in a specific PT for every measurement process it uses and for every characteristic
measured in every product. However, it is acknowledged that this is unlikely to be feasible, both logistically and
economically. Therefore, accreditation bodies should expect laboratories to identify areas of technical competence
comprising sets of measurement processes, characteristics and products on which the outcome of a PT for one of these
sets can be directly correlated to the other sets of measurement processes, characteristics and products contained within
their accreditation scope.

An area of technical competence, as mentioned above, may contain more than one measurement process, characteristic or
product as long as the equivalence between the combined measurement processes, characteristics or products can be
justified. Different technical competences can usually be identified by the need for different qualifications, training, and
use of different equipment, knowledge or experience.

When determining an area of technical competence, it may be helpful to consider a stepwise approach working up from
measurement process through characteristics to products. This is because it is more likely that there will be several
products and/or characteristics associated with one measurement process within a given area of technical competence than
vice versa:

(i) With reference to the measurement process: It is possible but not common to include different measurement processes
in the same area of technical competence.

(i) With reference to the characteristic to be measured or identified: It may be possible to include more than one
characteristic in the same area of technical competence.

(iii) With reference to products to be measured: It may be possible to include different products in the same area of
technical competence provided that the items included are of equivalent nature.

Once the laboratory has defined its areas of technical competence the “level of participation” can be deemed to have been
defined. The AB should assess the suitability of the laboratory’s risk based approach for determining its participation
frequencies in different technical areas, and how it takes into consideration the extent and character of other quality
control initiatives.

Therefore, once the “level” and “frequency” of participation have been established, this will be included in the
laboratory’s overall quality control strategy.
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It is recommended that the PT participation plan, resulting from the establishment of the various “levels” and
“frequencies” of participation, covers, at least, one accreditation cycle (period between full reassessments), and is
reviewed with the overall PT strategy by the laboratory for its suitability, usually on an annual basis during the formal
management review.

Note: If unsatisfactory results are obtained from the PT participation, this may also influence the ongoing strategy. EA-
4/18, G: 2021
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The laboratory shall adopt an appropriate risk-based approach for determining its participation frequencies in different

technical areas, and how it takes into consideration the extent and character of other quality control initiatives.

This frequency may be influenced by factors such as:

e Therisk level of the methods used,

e The volume of tests performed,

e  Staff turnover,

o Legal requirements or customer needs.(Where legal requirements and AB requirements define the obligation, the

laboratory must comply with them.)

axxlpe Sy 059> ;00 5 Y Y ojlyo‘EA-4/18«5).u)'|?M@‘;195@M}|M‘5L@ Il sy sl wilgs oo olia.,"uﬂ-
VLY

The laboratory can refer to Section 6 of the EA-4/18, case study two, three, and five in the medical field, for information
on level and frequency samples..
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E- IACLD requirements on the Frequency of laboratory participation in PT/EQA programsThe
frequency of participation in the program shall provide sufficient assurance that main subgroups, analytes,
materials/matrices, and manin equipment or analyzers have been adequately covered by the program. To this
end:

1-If the laboratory participates in a PT/EQA program organized by a PT provider accredited under ISO/IEC 17043 by an
accreditation body that is a MRA signatory, it shall provide at least one record of successful participation in a PT/EQA
program within the requested accreditation scope. This record must be from either before obtaining initial accreditation or
within the past year before re-accreditation.

Or

2-If the laboratory participates in a PT/EQA program organized by a provider accredited under ISO/IEC 17043 by an
accreditation body that has not yet signed MRA (or is not even an applicant for MRA signing), it must provide a record of
successful and consecutive participation in at least three PT/EQA programs per year within the past year in the requested
accreditation scope.

Submission of other quality control activities conducted for all tests within the requested accreditation scope is
mandatory.

Note: In cases where multiple main analyzers are used for a single examination, the laboratory shall ensure that
all main analyzers participate in the EQA program, and the management of this issue shall be clearly defined in
the laboratory’s documented procedure and its planning for participation in EQA programs. For example, the
laboratory may periodically include the main analyzers that are routinely used under the workload of a specific
analyte or test in EQA programs, and compare the other analyzers with them to ensure their performance.
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1_standard Deviation Index=SDI
"_Deviation Index=DI
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(ISO/IEC 17043:2023,. B.4.2.4,B.3.6,B.3.5)
5-2-5 — Evaluation of performance
A- IACLD approach for Quantitative results inPT/EQA
Participation in a PT program with a Z score less than 2 or an En value less than 1 is considered satisfactory
participation.
Participation in the PT program with a Z score >2 or En value >1 (questionable/ outliers results) will also be
acceptable if the laboratory has taken necessary corrective actions based on root cause analysis.

Note: Z is also reported as SDI or DI'.

B- IACLD approach for Qualitative and Semiquantitative results in PT/EQA

B1-Qualitative results (including nominal and ordinal data) and performance analysis

Qualitative data includes responses such as grades, rankings, sensory evaluations, or the intensity of a chemical
reaction (e.g., 1+, 2+, 3+, ...). In some cases, these responses may be presented numerically (e.g., 1 = Poor,

2 = Unsatisfactory, 3 = Satisfactory, 4 = Good, 5 = Very Good). However, it is inappropriate to calculate conventional
parametric summary statistics for ordinal and nominal data, even if the responses are numerical, as they are not
based on a linear scale. Therefore, evaluation statistics such as mean and z-scores should not be used for these data

types, and alternative methods should be applied.
(ISO/IEC 17043:2023, B.4.2.3)

In certain cases, nominal and ordinal data can be transformed into a quantitative scale, and the derived statistics can
be treated as quantitative, provided that proper considerations are made regarding the statistical distribution of the
transformed results. Such cases include:

1. PT schemes assessing a property or characteristic with varying intensity but without a linear scale (e.g., the
intensity of a chemical reaction or a sensory characteristic). In such cases, ordinal data can be converted to a linear scale
using objective reference points.

(ISO/IEC 17043:2023, B.4.2.4-a)

2. PT schemes where a sufficient number of qualitative responses are collected from each participant (e.g.,
identification of an organism in multiple samples). In these cases, quantitative statistics such as true positive and
true negative identification rates can be generated.

(ISO/IEC 17043:2023, B.4.2.4-h)

3.Performance indices based on the potential consequences of misidentification. For example:

« 0 points for no effect,

« 1 point for incorrect but minor consequences,

« 3 points for significant negative consequences. (ISO/IEC 17043:2023, B.4.2.4-c and References [20], [21], [22] in the
standard)

B-2-Assignment of Values in Qualitative PT Schemes
In qualitative and interpretative PT schemes, assigned values may be derived using various methods, including:

e Expert judgment (ISO/IEC17043:2023, B.3.5-a)
o Use of reference materials as PT items (ISO/IEC17043:2023, B.3.5-b)
o Knowledge of the origin or production of PT items (ISO/IEC17043:2023, B.3.5-C)

L_standard Deviation Index=SDI
¥_Deviation Index=DI
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o Consensus of participants (using the mode or median; however, the median is not suitable for nominal values)
(ISO/IEC17043:2023, B.3.5-d)

In some cases, a PT provider may determine an assigned value based on a predetermined percentage agreement among
participants. For example, it may be specified that an assigned value must achieve at least 80% agreement among
participants to minimize the risk that the PT item was not representative or was damaged. This percentage should be
determined based on the objectives of the PT scheme and the level of competence and experience of the participants.
(ISO/IEC17043:2023, B.3.6)

Furthermore, in certain cases, it may be determined that an assigned value is incorrect or that a PT item is unsuitable for
evaluation. Such considerations should be part of the PT scheme plan and communicated to participants before the PT
scheme is conducted. (ISO/IEC17043:2023, B.4.2.2)

B-3-Conclusion

Performance analysis in qualitative PT schemes should be conducted using appropriate methods for qualitative and
ordinal data. When ordinal data is transformed into a quantitative scale, statistical considerations must be carefully
addressed. Additionally, the assignment of values must be performed accurately and using reliable methods to ensure the
validity and reliability of PT scheme results. (ISO/IEC17043:2023, B.3.5, B.3.6, and B.4.2.4)
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5-3-1ACLD approach for laboratory participation in Interlaboratory Comparisons (ILC) programs

A-IACLD recognises that there are sectors where participation in PT may be difficult, due to the technical characteristics
of the measurement, the lack of PT schemes, the low number of existing laboratories in the sector, etc. For innovative
fields PTs may not yet exist for some fields. PT may only be possible or economically feasible for parts of the
measurement undertaken. In these areas the suitability of other QA/IQC measures is paramount. EA4/18-3

Small ILC L ILC ¢l Aol p ;0 Kl by, SO lain ailes oo looliolo;] cans (wyiws 4o cowlio EQA aolipy aS (60190 j0
In cases where an appropriate EQA program is not available, laboratories can participate in ILC or Small ILC programs
as an alternative method.(1S015189:2022,7-3-7-3-f , ILAC p9:2024, EA-4/21 INF: 2018)
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B-Different types of ILCs that can be used by accredited labs and that should be accepted by the IACLD as alternatives to
PTs, include:
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- ILC organised by a sufficient number of laboratories as a one off or continual exercise;

- Organisation of small interlaboratory comparisons.

Note: CABs that organise a small ILC among themselves should apply the relevant requirements of ISO/IEC 17043:2023,
and EA-4/21 INF if the results and evaluation of performance are to be used as a tool to monitor and demonstrate the
validity of their results. (ILAC P9:2024,Apendix c-3)
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C-1ACLD Approach for Performance Evaluation Based on ILC Program Results
C-1-The statistical evaluation of participant results for a small ILC is often less straightforward than for a large ILC. With
a decreasing number of participants, it gets increasingly difficult to identify the distribution of the results, to detect
outliers reliably, or to apply robust statistical analysis. It is generally not recommended to derive the assigned value and
SDPA from the results obtained by the participants, or at least this should be done with great care and expertise. Similar

considerations (but outside the scope of this document) hold for other evaluations, e.g. in case of a qualitative small ILC.
EA4/21:2018-4
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Accreditation body assessors should give due care to these peculiarities when reviewing the technical relevance and the
outcome of a small ILC. To aid this review, the three scenarios below provide examples for a sound evaluation of a small
ILC. Which scenario applies in practice depends on the presence and reliability of an externally assigned value, the
quality of the dataset, the experience of the participants and the competence and experience of the small ILC organiser.
EA4/21:2018-4
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C-2-From a metrological point of view and in the frame of a small comparison, the priority for the use of an assigned value within the
frame of an ILC is as follows:
1-Scenario 1: The organiser has used an assigned value based on an external reference
2-Scenario 2: The organiser has used an assigned value based on participants’ results
3-Scenario 3: The organiser has not used any assigned value
EA4/21:2018-4
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Scenario 1: The organiser has used an assigned value based on an external reference
The evaluation of results from a small ILC, and performance scoring of participants, are straightforward in this scenario.
The organiser may use z scores in which both the assigned value and SDPA are independent of the reported results or use
an En number if the assigned value and reported values have stated uncertainties. The assigned value may stem from a
suitable reference standard e.g. the certificate of a CRM or of a measurement standard or instrument in the field of
calibration, measurements performed by expert laboratories, or an earlier ILC on the same or a similar material. Similarly,

the SDPA could be an external target value that is in line with the results of an earlier ILC or meets specific legislation for
which the test has been undertaken. Zeta scores may also be used, preferably in combination with z scores. EA4/21-4
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Scenario 2: The organiser has used an assigned value based on participants’ results
If an external reference value is not available, quantitative analysis and performance scoring on the basis of the reported
results only is generally not recommended. However, there may be exceptions, e.g.:
a) The participants are experienced laboratories that have gathered competence to harmonise their accuracies (trueness

and precision) for this particular type of measurement, e.g. through earlier rounds of the same or a similar ILC. This is
likely to keep the uncertainty of the assigned value small;

b) One of the participants is considered to operate at a higher metrological level (i.e. lower measurement uncertainty), due

to the use of reference methodology and more advanced equipment. Its measurement result could be used as the assigned
value.

In combination with an external (target) SDPA, the cases a) and b) may be suitable for quantitative analysis and
performance scoring. EA4/21:2018-4
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Scenario 3: The organiser has not used any assigned value
If no external assigned value is available and an assigned value cannot be reliably calculated from the dataset, then the
ILC organizat should not calculate a performance score, however an individual performance may be established. The
reported results may for example be graphically displayed and discussed among the small ILC participants.
The information that may be used to establish any individual performance, are:

¢ The reproducibility of the results (variation among participants),

¢ The repeatability (variation between replicate measurements in the single laboratory under repeatability conditions),

e The type of distribution,

e The information contained in extreme values (outliers or not) and

e The reported measurement uncertainty EA4/21:2018-4
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C3- Asseccing participant results in Small ILC

The appropriateness of the participation in a small ILC is to be evaluated when assessing the ILC strategy of the
laboratory [5] [6].

The assessment depends on which of the following two situations are encountered when assessing a laboratory in relation
to a small ILC:

* The laboratory assessed has rganizat and participated in the small ILC.

* The laboratory assessed has only participated in the small ILC.

In the first situation, the assessor will evaluate the plan (in accordance to 6.2.3) and report (in accordance to 6.2.7) along
with the rganization of the small ILC to conclude upon its relevancy, according to Section 6 of this document.

In the second situation, the laboratory should be able to provide details to the assessor on how they have evaluated and
decided on the fitness for purpose of the small ILC. The assessor should evaluate these details, taking into account section
6 of this document, in order to conclude upon the relevancy of the small ILC.

In addition, it is expected that any unsatisfactory results that are obtained from participation in a small ILC are to be
treated by the laboratory, like all the other unsatisfactory ILC results, as hon-conforming work (see ISO/IEC 17025 and
ISO 15189) and the actions taken are to be specifically assessed.

The criteria used for the evaluation of performance should be fit for purpose. EA4/21:2018-5
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c-4- Assessing the organization of Small ILC
This section is applicable during the accreditation assessment process if the laboratory being assessed has been involved
in the organization and has participated in the small ILC itself. The standard ISO/IEC 17043 provides the general
requirements for the competence of PT providers of and for the development and operation of PT schemes. PT providers
that fulfil these requirements safeguard that the participants’ performance can be used to monitor the validity of their
measurements.
Those requirements of the standard ISO/IEC 17043 that are considered relevant for the organization of a small ILC (see
Section 3 of these guidelines) are listed below. These should be taken specifically into consideration when assessing the
rganization of a small ILC in the frame of a routine (ISO/IEC 17025 and/or 1ISO 15189) laboratory accreditation
assessment. Please note that the term ‘PT’ where stated in the requirement with ISO/IEC 17043 has been changed to
‘small ILC” and ‘PT test item’ changed to ‘ILC test item’ in this document.
EA4/21-6
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5-4-1ACLD approach For participants reporting unsatisfactory results
Impact of Proficiency Testing Results on Participation Strategy:

o If unsatisfactory proficiency testing results are obtained, the laboratory shall review its participation strategy, implement
appropriate corrective actions, and maintain records of these actions.

e In case of an unsatisfactory result in the last participation cycle before applying for accreditation, the laboratory shall
demonstrate at least one subsequent participation in that scope with a successful result. This is because, if unsatisfactory
results exist, accreditation approval is contingent upon implementing corrective actions and achieving acceptable results
within an agreed timeframe. Failure to meet these requirements may lead to the temporary suspension of accreditation up to
the revocation of accreditation for the relevant test.

e The effectiveness of corrective actions, along with related documents and records, will be reviewed during follow-up
evaluations or subsequent assessments by the body, and decisions will be made based on the results.

IACLD-F18 . iy liel canslss )0 -
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6. Related Documents

Accreditation Application Form, IACLD-F18
ISO 15189:2022 Standard Requirements Control Checklist, IACLD-F30
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7-1-1SO/IEC 17011:2017, Conformity assessment — Requirements for accreditation bodies accrediting
conformity assessment bodies

7-2-1S015189:2022, Medical laboratories — Requirements for quality and competence
7-3-1SO/IEC 17043:2023, Conformity assessment — General requirements for proficiency testing



Ol b (pasis 2kl pale (5l uSS (rozxl

Iranian Association of Clinical Laboratory Doctors

YV VY iobio olows | sas Lol ol )5 | VE- Y-Vl spnss &6

BN sl 300 2 | TACLD-P6:02:5 s 5Lt

©3len 59031 1 b (BT (s Slas o b/ g ©5len (39031 (sl IACLD 0,559,
IACLD approach for Proficiency Testing and/or Interlaboratory comparisons other than Proficiency Testing

7-4-1S0 13528:2022, Statistical methods for use in proficiency testing by interlaboratory comparison

7-3- ILAC-P9:01/2024, ILAC Policy for Proficiency Testing and/or Interlaboratory comparisons other than

Proficiency Testing

7-4-EA-4/18 G: 2021, Guidance on the level and frequency of proficiency testing participation 15th

7-5-EA-4/21 INF: 2018, Guidelines for the assessment of the appropriateness of small interlaboratory

comparison within the process of laboratory accreditation

O gy
Ao
SIS Sl S| vErany )
5y iy A2 i 0,5 1S
29,5, P

| yo 555 —g 030 Lo oMl 550 by > iS50 Lopl a5 e 6@1-6.@11 ol S0 (Ll Gy o 5 4 golul)
Gderme Lo, 5S0-0isS lus] sSo-als IS placl iSo-an Y1 o oo 250 - >0,

oyl golls il




Olpl b (pniid (ULl pole (gl S0 (posx]
Iranian Association of Clinical Laboratory Doctors
VY YV iobrio olaws | ool slegis )5 | VE-Y/- N Ve )i oo g )b | 98/ cadsl joo g i | TACLD-P6:02:5 o0 5 Leis

@5l 39031 31 pud (BRI Lo3T e Olaw o b/ g &5len (39031 (512 IACLD 8,559,
IACLD approach for Proficiency Testing and/or Interlaboratory comparisons other than Proficiency Testing

el 0l g EA-4/21 INF: 2018 usuw 31 # oos ol g Cawgu ol
This annex has been prepared based on Clause 6 of EA-4/21 INF: 2018

LI PT laz b sla! 5 dmwgs g O)lee Gaes] HBaS 155 Sewls lp (S bl ISO/IEC 17043 o jlastes!
5O el oo a8 S Ly o SMall ILC aelp G ailejle gl a5 ISO/IEC 17043 o lasliw] bl 3l 51 60,150 cans o
! EA-4/21 INF: 2018 oo 517 o 5l a8 5 5 aS odlds Cowypd )

P Sl -V-#

Sloas (5 Lewiygp / ols |,8 5 ladlin dacwlss 1o o) pl Olostus 0S| Co pde v [ Glojle- V=) -F

D5 0ailS (lael 33 b 50 b) oo (ddu Lael olfislejl o poe piaw ,0 S58 ILC aailejls 45 54, oo L]
Solmgy «SxgS ILC G jo ol 40 .0 (g9 pm olfiole;] Slatins Jyu8 slaasg, 5l b S48 ILC dlojle 4 bgs o Slasius

39 plol 0auSES Ll Wim b g0 Lawgd S e Ojgeds Wlgi oo puilojle cpl Ll o las 0529 ailejle sl
S5 513 b)) 3 sse wub bolaylesT plo b sadiall &l 5 il sucs plul oliule)] o s B o o5 ILC awilejlo asili>
The standard ISO/IEC 17043 provides the general requirements for the competence of PT providers of and for
the development and operation of PT schemes. Those requirements of the standard ISO/IEC 17043 that are
considered relevant for the organisation of a small ILC are listed below based on Clause 6 of EA-4/21 INF:
2018.
6.1. Management requirements

6.1.1. Organisation / Management system / Document control / Review of requests, tenders and
contracts / Subcontracting services

It is expected that the organization of the small ILC is included in the management system of the accredited (or
in the process of being accredited) laboratory.

The documents related to the organization of the small ILC should follow the document control procedures of
the laboratory. In principle, with a small ILC there is no subcontracting of the organization, but the organization
could be performed jointly by two or more of the participants.

The assessor should verify that the documents and recordings relating to the organization of the small ILC are
managed in conformity with the management system.

If the organization of the small ILC is not organizat solely by the laboratory, the arrangements with the other
laboratories are to be evaluated.
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6.1.2. Purchasing services and supplies

If for the organization of the small ILC an additional supplier is to be considered, then this should be assessed.
If not, the assessment of services and supplies will be covered by the routine assessment of the laboratory.
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6.1.3. Service to the customer / Complaints and appeals / Control of non-conforming work /
Improvement / Corrective actions / Preventive actions

No specific assessment would be expected for these aspects as they would be assessed during the regular
assessment of the laboratory.

It is to be noted that the organization of, or participation in a small ILC is to be considered as a co-operation
between laboratories and not as a service to a customer. Therefore the requirements related to service to the
customer, and complaints and appeals will not normally be applicable.

If any non-conforming work occurs during the organization of the small ILC, then the records and the actions
taken should be assessed.

ol J s 82021
g walss b5l anlyd e ol SIS 51 (S (28 sleosls L3l wisd (6 eSSl ST ILC aaileslo slacols 4y by o 3ilses

6.1.4. Control of records

The records of the data concerning the organization of the small ILC should be retained. The evaluation of the
technical data should be a central point of the assessment.
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6.1.5. Internal audits / Management reviews

The organization of the small ILC should be included in the internal audit and the management review. It is
expected that the efficiency of the small ILC is considered during the management review.
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6.2. Technical requirements
6.2.1. Personnel
The records and competence of the personnel involved in the rganization of the small ILC should be
assessed. The laboratory should have personnel rganizati for the specific tasks within the organization of the

small ILC. Method related competence of the personnel would normally be included in the routine laboratory
assessment

If the organizat is also participating in the small ILC the personnel performing the measurements should if
possible not be the same personnel which organizat the small ILC. The organizat should take precautions to
avoid that the personnel that performs the measurement is informed about the levels to be determined in
advance.
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6.2.2. Equipment, accommodation and environment

If the facilities and equipment used for the organization of the small ILC differ from those used for routine
measurements within the scope of accreditation, then they should be specifically assessed to determine
whether they are appropriate for the small ILC. If deemed to be critical to the rganization of the small ILC
they should be assessed against ISO 15189.
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6.2.3. Design of the small ILC

Planning
The planning of the small ILC is the main focus point of the assessment of the small ILCs. A plan, which includes a

detailed description of the operation of the small ILC is to be available.
As a minimum, the following points should be included or elaborated in the plan:
» Main contact person

« If rganizat jointly, the persons or laboratories involved

* List of participants

* The measurand or characteristic to be determined

* Requirements (production, homogeneity, stability) for the ILC test item

* Information on the use and preparation of the ILC test item (description of the preparation, if applicable)
* Timeframe of the scheme

* Information on the method(s) to be used

» Description of the method for the evaluation of the comparability of the results, statistical analysis, if applicable, and the
criteria used for the evaluation of performance

* Description of the reporting format for the participants and from the rganizat

Preparation of ILC test items
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If the rganizat prepares the ILC test item itself, then this should be assessed. If not, then all the information relating to
the ILC test item e.qg. certificates should be checked.

Homogeneity and Stability

Documented evidence of the homogeneity and stability of the ILC test items should be assessed when significant for the
evaluation of the small ILC results.

Statistical design

The appropriateness of the statistical design should be assessed.

Assigned value
The assessment should ensure that an appropriate assigned value where relevant and its associated measurement

uncertainty is established and treated as “confidential” as possible.
SDPA
The assessment should ensure that a fit for purpose SDPA has been established.
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6.2.4. Choice of method or procedure
The methods or procedures used by the participants should be documented and if different methods or procedures are
allowed, this information should be used in the evaluation of performance.
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6.2.5. Operation of a small ILC

Instructions for participants

Instructions for the small ILC should be documented and made available to the participants; their appropriateness should
be assessed.

ILC test items handling and storage

If the ILC test items differ from items being routinely measured by laboratories, the storage areas and the handling should
be assessed.

Packaging, labelling and distribution of ILC test items

The packaging, the labelling and the transport conditions of the ILC test items should be assessed.
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6.2.6. Data analysis and evaluation of small ILC results
Data analysis and records
The appropriateness of the data analysis should be assessed.
Evaluation of performance
The evaluation of performance and any other comparisons made and lessons learnt from the participants’ results (see e.g.
Scenario 3 in Section 4) should be reviewed, including measurement uncertainties of the results, if any.
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Evaluation of performance

The evaluation of performance and any other comparisons made and lessons learnt from the participants’ results (see e.g.
Scenario 3 in Section 4) should be reviewed, including measurement uncertainties of the results, if any.

6.2.7. Reports

A report should be established by the ILC  rganizat. As a minimum, the following points should be included in the
report:

Date of small ILC

Contact person

* Persons or laboratories involved in the rganization of the small ILC

* Identification of the small ILC scheme

* Description of the small ILC item

* The participants results
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» Method for the evaluation of the comparability of the results (assigned value and its associated measurement
uncertainty, establishment of the SDPA, range of results, graphical displays)

» Comparability of the participants results and/or participants performance

» Comments and recommendations based on the outcome of the small ILC scheme

If some of the points are clearly included in the plan and the latter is provided to all the participants, then these issues do
not need to be included again in the report.
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6.2.8. Communication with participants / Confidentiality
It would not be expected to assess this specifically.



