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1.0 INTRODUCTION

The participation of a laboratory in a proficiency
testing scheme is an integral part of assuring the

validity of test results in the laboratory.

The requirement from the accreditation body to
define a policy, to:
e Participation in Proficiency Testing
e How to choose a proficiency program and
link it to this policy as mentioned in ILAC-
PO.

2.0 PURPOSE

The participation of a laboratory in the assurance
activities of Testing and Calibration validity is a
requirement according to ISO/IEC 17025, 1SO
15189 and for Inspection activity according to
ISO/IEC 17020 where available and justified. The
use of comparison testing may fulfill several aims,

including to:

2.1 Allow objective tracking of the validity of the
performance of the testing & calibration

laboratory.

2.2 ldentify problems when performing a test &
calibration resulting from calibration or any
other lab deficiency, due to a problem in
calibration and/or other deficiency in the

laboratory.

2.3 Test with new procedures in reference to

existing testing & calibration methods.
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2.4 Providing the client with additional confidence
in the laboratory’s competence to perform
conformity accredited activity with the
required professionalism, reliability and

required uncertainty values.

3.0 SCOPE

This procedure underlines ISRAC policy and
principles for evaluation for the result of comparison
testing.

Such programs should be conducted in any testing

or calibration laboratories accredited by ISRAC.

Proficiency testing may be used in some types of
inspection when relevant, available and appropriate
justified, and whenever testing activities directly
affect and determine the inspection result or when
required by law or by regulators. It is, however,
recognized that proficiency testing is not a usual and
expected element in the accreditation of most types

of inspections activity.

4.0 APPLICABLE DOCUMENTS

4.2 I1SO/IEC 17043: Conformity Assessment -
General Requirements for Proficiency
Testing.

4.3 ISO/IEC 17025: General Requirements for the

Competence of Testing and Calibration

Laboratories.
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4.4

4.5

4.6

4.7

4.8

4.9

4.10

411

412

4.13

414

ISO/IEC 17020: General criteria for the
operation of various types of bodies

performing inspection.

ISO 17034: General requirements for the

competence of reference material producers.

ISO 15189: Medical Laboratories —
Requirements for Quality and Competence.

ILAC-P9: ILAC Policy for Participation in
Proficiency Testing Activities.

ILAC G27, Guidance on measurements
performed as part of an inspection process

ISO 17034: General requirements for the

competence of reference material producers.

IAF/ILAC A2: Multi-Lateral Mutual
Recognition Arrangements (Arrangements):
Requirements and Procedures for Evaluation of

a Single Accreditation Body.

IAF /ILAC Al: Multi-Lateral Mutual
Recognition Arrangements (Arrangements):
Requirements for Evaluation of a Regional

Group

EA-4/18 G: Guidance on the level and

frequency of proficiency testing participation

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

accreditation

Procedure number 2-623001: Planning and

Performing an Assessment Procedure.
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4.16 Procedure number 1-000023: Definitions used
in the Israel Laboratory Accreditation

Authority's documents.

5.0 DEFINITIONS

5.1 Unless defined below, see procedure
number 1-000023, Definitions used in
the Israel Laboratory Accreditation
Authority's documents, the meaning of
the following definitions:
Interlaboratory testing, Proficiency

testing, Intra-laboratory testing.

Note: Comparative tests include both PT and ILC. If
a lab performs an ILC it must define the criteria for
accepting and rejecting the comparison test results.
participating in ILC is possible as long as there is
no available and suitable PT from an accredited

provider.
5.2  Proficiency Testing Cycle
At least one set of test items, which are

provided to a laboratory at one point in time

as part of a proficiency testing scheme.

6.0 RESPONSIBILITY

6.1 It is the responsibility of the Head of Divisions,
the Lead, and Technical Assessors, to assure that the

accredited organizations meet the requirements.
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6.2 It is the responsibility of the Conformity
assessment bodies (CABS) to act in accordance with

this policy.

7.0 METHOD

7.1 Obligation to Participate in PT
Schemes

According to the international requirements of ILAC
ISRAC
laboratory wishing to be accredited participate in

and EA guidance, requires that any

Proficiency testing schemes (if available).

The minimum PT activity according to a laboratory’s
or inspection body’s (where relevant) scope is
evidence of satisfactory participation prior to gaining
accreditation where PT is available and appropriate;
Participation in regional EA ILCs is mandatory.

The laboratory may participate in ILCs in different
frameworks only when participation in PT from an

accredited PT provider is not possible or suitable.

7.2 Obligation of Preparation of

Program PT Participation Schemes

7.2.1 According to ISO/IEC 17025 and 1SO
15189, the laboratory should have quality
control procedures (of which PT is one)
and that these should be planned. The
laboratory should establish the level and
frequency of participation while

developing a proficiency testing strategy
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7.2.2

7.2.3

724

which takes into account those factors
highlighted in points mentioned AS
below. The extent and content of this
strategy will depend upon the
circumstances and scope of the individual
laboratory. This should form part of the
laboratory’s overall quality control

strategy.

It is recommended that the strategy for
participation in comparison testing cover,
at least, one accreditation cycle (period
between full reassessments) and that this
strategy is reviewed by the laboratory for
its suitability on an annual basis, usually
during the formal management review
and in response to changes in staffing,

methodology, instrumentation etc.

Laboratories should be able to justify the
technical arguments that have led to the
laboratories decision on the level and
frequency of participation in PT based on
risk management. For this purpose, the
laboratory will maintain a controlled list
of all the tests in the scope of
accreditation. Based on this list, the
laboratory will prepare a program in
which the laboratory intends to participate
and how often the test will be performed.
An updated list shall be submitted to

ISRAC prior to any planned assessment.

Participation should depend on other

measures taken. Various types of quality
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7.2.5

assurance include but not limited defined
below. The level of risk presented by the
laboratory should match the area in which
the laboratory operates, or the
methodology used by the laboratory. This
can be determined, for example,

considering:

Number of performed tests /calibrations
/inspections

regular use of reference materials or quality
control materials;

Turnover of technical staff

Traceability source (e.g. availability of
reference materials, national standards, etc.)
Stability / known instability of the test
method

Significance and final use of testing
/calibration data (e.g. forensic science
represents an area requiring a high level of
assurance).

Any regulatory requirement for the
frequency of participation in the PTs

Results of previous PT’s or ILC’s.

EA-4/18 G provides case studies in
various areas of accreditation and a
variety of considerations for establishing
a program. It is for each individual CAB
to consider how many areas of sub
technical competence will adequately
cover the scope of their work in each

technology and thus define their “level”
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and “frequency” of participation in PT,
which should be detailed in their PT
strategy. However, these case studies are
only examples of how this could be
approached and should not be regarded as
a benchmark. Specific frequencies are for

illustrative purposes only.

Note: It is recognized that there are areas of testing
and calibration for which suitable PT does not exist
or is not practical. In those cases, where the
laboratory does not participate in the PT program,
the reasons and the alternatives will be recorded.
Management of risks in the field in which the
laboratory does not participate in the PT program
will reflect the alternative activity undertaken by the

laboratory to ensure the quality of the results.

7.3 Choosing Control testing program

7.3.1 Each laboratory should select the appropriate
Control Testing Program. Examples of such
schemes are referred in ISO/IEC 17025, 1ISO 15189
and ISO/IEC 17020.

7.3.2 When possible, the laboratories will consider
the criteria in ISO/IEC 17043 when selecting a PT
scheme. The obligatory order of preference is as
follows:

A. Participate in a PT scheme run by reputable
organization plus intra laboratory routine studies
preferably accredited to and ISO/IEC 17043 with

regular inter-laboratory comparisons.

B. PT organized by other independent organizations

such as the regulator.
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C. In cases where organized PT service is not
available, ILC will be organized by the CAB.

D. Intra-laboratory studies in cases when Inter
laboratory comparison are not available. Those
comparisons should be made preferably based on
Certified Reference Material (CRM) or producer
that has been accredited to ISO/IEC 17034, ISO/IEC
17025.

E. In the areas of accreditation in which CRM are
not available, it is possible to perform intra-
laboratory comparison tests between authorized
employees in a frequency considering the worst risk

for working without external indication.

The laboratory shall have a documented indication
for the competence of the PT provider.

7.3.3 A laboratory seeking accreditation/extension
will send confirmation of joining at least one
program for each technology requested for
accreditation. Whenever PT programs do not exist
or are not available, the laboratory will present an
alternative plan, an outline for ensuring the quality
of the result that includes comparing the laboratory
results with the test results of another external party
or a plan that includes one of the mechanisms
mentioned above, along with a documented
justification for the lack of suitability or availability
of better mechanisms. The document should be sent
to ISRAC together with the application documents.
Evidence of satisfactory participation in PT is a
preliminary requirement for accreditation in the
specific technology when available and appropriate.

Laboratories under ISRAC surveillance must justify
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and document why there was a need for an
alternative to PT. ISRAC shall verify whether the
alternative mechanism assures the laboratory’s
results.

7.3.4 The frequency of participation in proficiency
and comparison tests is determined by a laboratory
risk assessment and analysis, as well as other quality
assurance measures used by the laboratory. In case
deviated results were generated, the laboratory
should continue participating in an additional
scheme. Additionally, one should examine the need
for corrective actions. The laboratory should
perform immediate corrective if a result is outside
the action limits.

7.3.5 Regardless of the Control Testing Program and
in order to avoid “best case “results which do not
represent the laboratory routine performance,
Control tests should be performed in as similar as
possible to the routine test carried out in the
laboratory (sampling method and sample handling,
preparation of reagents, operation and maintenance
of equipment, instruments, repetitions etc.). It is
expected that the laboratory management ensures
performance of consecutive tests is rotated between
as many laboratory employees authorized to conduct
the specific test as possible. All the laboratory staff
of multisite laboratory and the ones that work on a
temporary site are obliged to participate in the
proficiency tests. Individual test results should be
reported as specified. Documenting an average
representing the average of individual results is

insufficient.
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7.4 CAB's Obligation to Review the Results
of the Control Tests

7.4.1 The review of all the results obtained over
time from the control tests should be analyzed at

reception of the last set of results and periodically.

7.4.2 A single Out of Specification result (OOS) of a
Control Test should trigger corrective action by the
laboratory including, but not limited to,
investigation as to the cause of deviation,
conclusions as to the cause and administration of
corrective activities. These activities should be
documented.

7.4.3 If three or more consecutive tests resulted in a
deviation for the same method, (even if corrective
actions were taken after each of the three results)
this may be considered by ISRAC as grounds for
revoking the accreditation for the specific laboratory
method. The laboratory should inform its relevant
customers, including, but not limited to, customers
who have received test results generated at the time
interval in which there is doubt as to the validity of

the results.

7.4.4 The laboratory will retest its proficiency in a
higher frequency than usual, to be convinced an can
present that the problem was solved, and the results’
reliability are assured. In any case and as mentioned
above, a laboratory must successfully meet the
external PT to return to accreditation. See also

section 7.6.3.
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7.5 The Obligation to maintain a
policy or procedure of Control

Testing and Proficiency Testing

The laboratory will specify its policy related to
control and proficiency testing in its procedures.
The procedures will detail at least the following

issues:

7.5.1 the treatment of samples upon arrival to the
laboratory, and their documentation.

7.5.2 Documentation of the lab participants in the
program.

7.5.3 The responsibility to participate and document
the results.

7.5.4 The analysis of each result obtained as well as
the results obtained along time. When relevant, the
way the laboratory compares different methods of
analysis, employees’ results, equipment
performance, etc. Interpreting laboratory
comparison results that the laboratory has organized
or initiated will be carried out by an independent
entity to ensure impartiality

7.5.5 The documentation of evaluations,
investigation, and analysis of outliers and/or
deviating results.

7.5.6 Implementation of corrective actions and

reporting to clients.

7.5.7 Alternative control methods carried out when a
relevant proficiency testing scheme is unavailable or

not used.
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7.6  The Obligation for Follow up and
Reporting to ISRAC

7.6.1 The organization shall prepare, prior to each
ISRAC re-accreditation assessment, a summary of
all activities in the field of comparison tests (tests,
samples, rounds, laboratory results compared to
other participants, identified deviations/trends/
problems, planned discussions, corrective/
preventive actions planned and monitored). The
summary will be submitted to ISRAC together with
the updated list (clause 7.2) at least one month prior
to each planned assessment.

7.6.2 In cases where the laboratory results of PT
tests or other control tests require clarification (there
is a deviation from the requirement of the laboratory
procedure), it shall conduct a root cause analysis.
According to need it will register to an additional
PT. Following the investigation and the root cause
analysis carried out by the CAB, it must be
evaluated whether customers should be informed
that results given to them in the last period should
be questioned.

7.6.3 When the lab receives three or more abnormal
results it shall notify ISRAC immediately. The Head
of Division will convene an accreditation and
assessment review committee to consider

suspension of accreditation of the test method.

If accreditation of a test method/analyte or
technology has been revoked or suspended,
reinstatement of test method/ analyte to the
scope of accreditation by ISRAC requires an

agreed corrective action plan and successfully
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pass a control test. The results of which will be

evaluated by the ISRAC prior to reinstatement.

8.0 DOCUMENTATION

Laboratories reports including results and corrective
actions will be documented in the laboratories file
under surveillance section, or in other electronic sub
folder of the relevant CAB.

9.0 APPENDICES

Not applicable.
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