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1.0 INTRODUCTION

The Israel Laboratory Accreditation Authority
regards the participation of a laboratory in a
proficiency testing scheme as an integral part of
assuring the quality of test results in the laboratory.
The participation in a proficiency testing program
by itself is not sufficient to receive accreditation but
should be an integral part of the laboratory
activities.
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
ISO/IEC 17011.

2.0 PURPOSE

The participation of a laboratory in the control of
Testing and Calibration is a requirement according
to ISO/IEC 17025 and I1SO 15189. The use of
comparison testing may fulfill a number of aims,

including to:

2.1 Allow an objective tracking of the
quality of the performance of the
testing & calibration laboratory.

2.2 Identify problems when performing a
test & calibration resulting from

calibration or any other lab deficiency.
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2.3  Test for new procedures in reference to
existing testing & calibration standards

or methods.

2.4 Providing the client additional
confidence in the laboratory’s
competence to perform tests

professionally.

3.0 SCOPE

This procedure underlines ISRAC policy and
evaluation criteria for comparison testing.

Such programs should be conducted in any testing
laboratories accredited by ISRAC.

Proficiency testing may be used in some types of
inspection when available and justified by the
inclusion of testing activities that 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.

4.0 APPLICABLE DOCUMENTS

4.1 EA-4/18: Guidance on the Level and
Frequency of Proficiency Testing

Participation

4.2 1SO/IEC 17011: Conformity

Assessment-General Requirements for
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4.5

4.6

4.7

4.8

4.9

4.10

4.11 IAF/ILAC Al: Multi-Lateral Mutual

Accreditation Bodies Accrediting
Conformity Assessment Bodies.

ISO / IEC 17043: Conformity
Assessment - General Requirements for

Proficiency Testing.

ISO/IEC 17025: General Requirements
for the Competence of Testing and
Calibration Laboratories.

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.

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.

Recognition Arrangements
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412

413

414

5.0

5.1

(Arrangements): Requirements for
Evaluation of a Regional Group

Procedure number 2-623001: Planning
and Performing an Assessment

Procedure.

Procedure number 2-432010: Management

Review.

Procedure number 1-000023: Definitions
used in the Israel Laboratory Accreditation
Authority's documents.

DEFINITIONS

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

Intra-laboratory testing.

Note: Under certain circumstances, Inter

laboratory testing may be used as an alternative to a

PT scheme. When a laboratory does participate in

inter-laboratory tests it should define the

acceptance and rejection criteria of the comparison

test. Comparisons between branches in the same

organization are not considered comparison tests.
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5.2  Proficiency Testing Round

At least one set of test items 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.

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
and EA information document, ISRAC requires that
any laboratory wishing to be accredited shall
participate in 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.
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7.2 Obligation of Preparation of

Program PT Participation Schemes

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 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 covers, 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
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which the laboratory intends to participate
and how often the test will be performed. An
updated list shall be submitted to the
Authority at least one month prior to any
planned assessment after careful analysis of
other quality assurance measures (especially
those capable of detecting and quantifying the

development of a declared size bias).

Participation should depend on other measures
taken. Various types of quality assurance include,
but not limited to:
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:
e Number of performed tests /calibrations
/inspections
e regular use of reference materials or quality
control materials;
e Turnover of the technical staff
o Traceability source (e.g. availability of
reference materials, national standards, etc.)
e Stability / known instability of the test
method

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

e Any regulatory requirement for the

frequency of participation in the PTs.
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It must be recognized 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 some fields, PT may only be
possible or economically feasible for parts of
the test/calibration undertaken. In these areas,
the suitability of other QA/QC measures is

paramount.

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 of Control testing

program

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

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:

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.
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PT organized by other independent organizations
such as accreditation bodies or organizations such as
ILAC, EA, APLAC, and IRMM.

In cases where organized PT service is not
available, ILC will be organized by a
sufficient number of laboratories as a one off
or continual exercise. Submission of an
internal sample or object to another or more
external laboratories(at least 2) for the
purposes of data comparison.

Intra-laboratory studies in cases when Inter
laboratory studies 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. In the areas of accreditation in
which CRM are not available, it is possible to
perform intra-laboratory comparison tests

between authorized employees

A laboratory seeking for accreditation/expansion
will send a confirmation of joining such a program
for each technology requested for accreditation
(where available). 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 field when available and appropriate.
Laboratories under ISRAC surveillance must

conduct control tests, in a repetitious manner.

DINN DPNRNNY DINNIN T 9y PNINDN PT
APLAC, 15 DOININ IN 119001 291 1130
ARMM EA, ILAC

TNIND PINRND PT jn2n Xyma PrRY 01pNn1a
YT DY PIIND HINTIVNII IRNYN YD
TAN DN POND MTIVN DY 290N 190N
¥ NON IN NNDNT NIAYN NI TYNRNN IN
IN,MINN NPNXN N/NTIVAD NNN NTIYN
MITAYN 1901 T DY NP>TA NN WX
INSIN IRNYD TNNY 922002 (2 ©IIdN)

DN DMIPNI,NPNTIVH-TIN MRNYN
MPNT PR ION NPNTIVN-PI MIRNYD
DIN »IMIN DY THNODND MNNYN IYSHID

9 5y 7HoM Poun (CRM) oy 1yinn

N2 .I1SO/IEC 17025 ,ISO/IEC 17034
N, INDNDNI NNV NTAVHNY DINND)
N9 MIWAN NHP»P 00Nt 0PN CRM o0y
NN DYTAW P2 DONTIYD TIN XMWY NN
NN

NoWN NANIN/NINON NYPAND NTIVNA
MNAY ,MNORNN NIDND NMSIVNN NN
NIMNYN NTIVHNY DINN DI NN NION
NNNPH IRNYD NPIDNY D155 .NNINDNI
TAYAN PXN MIPNT 1PN IN MNMP PN
MION NNVIANY INNN ,NPNON NN
NTIVHIN MRNN ARNYN NN NIRNIND
0N MNN DIN DY NPYTA NINYIN DY
10N DY TH> MYID NHY» NYIND
NN NNDXNA NXNVYNL MANNYN .NTAVNIN
DINN IMNI NINON NYAPS DTPII MNIN
LDININY PNIT IYNRD
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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.

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
that performance of consecutive tests is rotated
between as many as possible laboratory employees
authorized to conduct the specific test as possible.
All the laboratory staff of multi-site 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 mean of

individual results is insufficient.
7.4 Obligation to participate in ILC
Regardless of the laboratory’s control testing

program, the laboratory is required to participate in

any proficiency testing round organized by ISRAC.

NN NINPI MNINI MONNYN MPTN
,NT2YN2 DD NI IPD Y9 DY NYIP)
DD MIN NNVIN FYNNIN D) D
MINNIN INYD) ON .NTIVNHN VIDIVIY
GNNYNY PYHRND DNNINX DTAVHN,MPIN
TINN NN PINAY Y DN .NADN NNONA
MINXIN INSD) OX . THPNN DYV VI8
NTAYNN YY N2 MDD NHINK MPIN
TN MPNN NDIVIL VIPI

VININD YD) NIPAN NPT NMOND WP NDa
NN NNXON IPRY 72107 NIPNRTY MIRIND
YSID ¥ NTAYNN HY DONNHYN DWININ
MPrTa0 IWANND Y95 NMTA NP MprTa
TN NVOY) NTAVNN NYNINY NPNDYN
,D°27)1) DXIDIN MDD ,MNPNTL IPVLM

L0 N, DYPWON ,TPINN DY NPINNY DD

MY MPITIV NTNY NTAVNHN NONN DY
NT2YNRN T2 YD P2 21202 NIYNIND

99 .P9NIDN NPYTAN NN Y8 DIYNHIN
D>T2WN NON 121 NINN 27 NTIYN YT
GNNYND D1MN NTIAYHN DY DMINT DINNI
90 AN TYND W .NYN MPYTIa 0N GN
MXXIND TV NPHONN NPITAN MXRNIN
TIVON T PR .OONNYNN DD HY NPON
DINSIND DY YINN

ILC-amannunnan 7.4

,IITAYNN DY NIPIAN NPT MMIOND WP Noa
NP>72 220 552 GNNYND NTIYNN DY
MVYAN MYSNHND NPT NN
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Participation in a proficiency test organized by
ISRAC may be considered as part of the laboratory
control program.

If participation in a proficiency test involves
payment, the cost of participation will be sent to the
laboratory prior to the due date.

Laboratories are required to participate in the ILC
program organized by regional accreditation bodies,
available to ISRAC. The person in charge of ILC in
ISRAC will contact the relevant laboratories for that
matter.

The inquiries about unsuccessful results will be
reviewed by person in charge of ILC in ISRAC and
the relevant Head of Division

The number of participating laboratories will be
determined by the program organizers.

7.5 CAB's Obligation to Review the
Results of the Control Tests

The review of all the results obtained over time from
the control tests should be analyzed on the reception
of the last set of results and periodically.

A single Out of Specification result (OOS) of a
Control Test should trigger a 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.

If three or more consecutive tests resulted in a

deviation for the same method, (even if corrective

MYIN NININNDY NINPD NPT MONNYN
SV 19PAN NONN POND AWNINY N
.T2AYNN

N5IYN DIYYNI NN MONNYM NN
TYIN NXIPY NTAYNY NYYN MONNYNN MDY
NPY1IN

ILC 103592 9nnwnD mwaT MTayn

GUN DN 100N 39N 7Y NMININDN
MITAYAD 1IN NPINND .NMIVIN WY INAY
RYDY MY NNNNN Y NPVINDIN

ILC 5y myann »y YIpo> m»Inn Ppnn
SOIMNMTIN PN YR MYI2

NOWNI AYNNND YNHAN TIND  NNYIN
JPINNDD YAPY DOIWAND NIMIPHRN 1900

RSN MDY 190 9 NN 7.5
DR FRILETA

NP OY NN’ NIPAN NN MNNN
INTM,THPNNMPN NPOAY NN NINIIN
INRNYN MNNIND IRNYN DNNYWID
TP

MIPan M2 (O0S) MNNN NTTIA IRIIN
MPNN N2WH NN NA»NN NP NPT Y
IWUNI NPPN IRV P00 ,NTIVHN DY
DIV NDDY TUNI NIPON VDN NDOD
DIVAND DTPNA NPDVPON NPXN MWD
DTVINN ON MW

MXNYN DY MIRKIN TN IN VDY TUND
,NOY NNIND WYY MDNI NPNTIYNI1]
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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
having received test results generated at the time
interval in which there is doubt as to the validity of
the results.

For understanding the reason for the deviation and
its resolution, the CAB’s management shall allow
appropriate judgement for the possible causes and

document the investigation and its conclusions.

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.

The laboratory will retest its proficiency in a
higher frequency than usual, to be convinced
that the cause of the problem disappeared and

its results are reliable.
7.6  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:

7.6.1 the treatment of samples upon arrival to the

laboratory, and their documentation.

MW VP OX D)) ,NNIN NMINXIN 12NN
MNNIND VIZYN NNX D MINK NNPNN
910520 NPV MY VNN IRSIND (105N
POONIDN NPNTIVHN NVIVN DY NNINDN
Sy NYY DMVINYIN MNPYD WIN NTAVHN
MMPYY INYN Pa 5915 ,NDNoNN MV

12 Y27 P92 IPAINY NPT MNNIN YWDPY
MINSIND MOPN Y200 PI0 W

WYTPN ,MYIN NMINY NON MIND
D270 NN NYT NPOYW NTAYNN NOMIN
ToNN AN TYNN NTIAYHN DPIND DPIVIND
PANPON NN NPPNN

NN ,NIND MXON NNONN INND

D MINPOY WIND ¥ ON TavnNn
NINND NPNN TONNAIVAPY MINXIND
.90 MSVIN

MOV NP2 MPITA Y¥IM MNNN NTIVNHN
D MIDNWNY TY PINNNN 1M MPTNI
MPNNI DXNIV NN PN NN YN
PPN NI IMN MININD

Y [ v nprnn nan 7.6
1993 23NN XYM

ANPITN NN Y9N3 VION NTIAVIN
NN 7NN MONNYND ¥ana
: MININ NNV MNSY POY DIDNIN

MYNNY NIINTI 5190 19N 7.6.1

AWM NTaYND
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7.6.2 Documentation of the lab participants in the
program.

7.6.3 The responsibility to participate and document
the results.

7.6.4 The analysis of each result obtained as well as
the results obtained along the time. When relevant,
the way the laboratory compares different methods
of analysis, employees result, equipment
performance, etc.

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

7.6.6 Implementation of corrective actions

and reporting to clients.

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

not used.

7.7 The Obligation for Follow up and
Reporting to ISRAC

The organization shall prepare, prior to the ISRAC
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
the Authority together with the updated list
(previous clause) at least one month prior to each
planned assessment.

In cases where the laboratory results of PT tests or

other control tests require clarification (there is a

DYLN YNNI DANNWNN TN 7.6.2

NTIAVYNN

INNIND TIOM WINAD NPINN 7.6.3

NTTIAN DRNYNN MINNIN MMM 7.6.4
)O3 TIIND MDAPNNND NINKINM
NNYNNY DNPIVIP NP HND
19IN ,DINNN TUNRD .NNOYD)
, DT, MNY MOLIY P2 IRNVIN

J10) DYVON

, NN, MNSIND NN TN 7.6.5

10 7N MX»IN

NYTIND Y97 MPNN NI NN 7.6.6

NTIYNN MMPOO

NYNIN NTAYHN NN MNON 7.6.7
NN NTIVNN DN DMIPNI

.PT 1y30yn1 nonnvn

MY MY apyn nan 7.7

25 5v D10 ,MYIN PTIAN 197 1P NIND
MP>T2) TRNYNN NN DINN MPYIN
DTV MNIIN , 05220, MDNT NIV

,DINK DANNWNI NNNYNI

LMW DNIVT INNY NPYL/MNIN/MIIN

APYNM MINY MYNND/NNPNN MY

oy TN ,MYIY W DI1DON .(JMINK
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deviation from the requirement of the laboratory
procedure), a report must be submitted to the
ISRAC (including: the exceptional results the
requirement in the procedure per which the
deviation was defined, the corrective/preventative
action planned and follow-up) within 4 months from
the date of receipt of the results in the CAB.

The head of division in ISRAC will review the CAB
report and the coverage of all fields, and personnel

authorized to carry out the test.

In cases where certain problems are common to
several CAB's in a certain test methods or fields,
ISRAC may establish an ad hoc professional
committee to assist the laboratories.

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
pass a control test. The results of which will be

evaluated by the ISRAC prior to reinstatement.

In areas where PT programs could not be
"bought”, ISRAC Management shall examine

the need for planning it. Planning of such

v (NTAVNN DN NYITN NMIN DIWN JDa
MRXIND : 991D) MPT MY PN
DTN 729 DY DN NN, MININD
IIDINY NYNND/NMIPNND MDY ,NNIND
NYIAP TINN DOVHIN 4 TINA (DI1DV 2PYN)
TV MINSHIND

NN NTIYHN MT DX NP> NIYIL PIRN UK
DY2HDINN DTV OININNN DI NDD
PPTAN MINID

NPYI MTIYN 190NY DN, TIINN NIPN2
,DDMDN NPT IMINNL IN MYV, MNYT
YT PIN-TNR TIMSPN DT NP SPwIn
TV Yo

MNSIN 3 NOAPN NTAYNN IYNRD
T2 5¥ W TIN NN ,INM IX NMININ
NOND MVIY

120NN NYPPOY NTYY DID PN YR
NVOY NONDN 2V NXR NPYD T PTINM
.PPTIN

NVOYY NINDNN NNYYIN INX NOVIA ON
NTAVHNY PNDNOV N NPT IIN/NPITA
NITNN : N2 WHRNWNY NONDIN NNMN
N9V NNODIN NNON NI1NN NDNDNIN
NTNY Y NPOPIN NN MPNN
199YY PMINNINY  .NIP3 JNNA DNOSNA
.19NONN NIVN Y MYIN MY

N2 GNNYND 1NN XD 0N DIINNA
TSN NN MWIN NYMN NN ,INNYN
SWIN NNOW MIDIND NI .NT NON N3
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programs shall be with the collaboration of
professional persons in the field and if
possible according to ISO/IEC 17043
principles and ISRAC policy in this field.

8.0 DOCUMENTATION

Laboratories reports including results and corrective
actions will be documented in the laboratories file
under surveillance section, or in the electronic sub

folder of an organization named PT.

ILC programs will be documented in
I\L_Eichut\7_Pt\ILC summary in an Excel sheet
which summarizes all ILC programs to which

ISRAC was invited to participate in.

ISRAC review of laboratories’ participation
in ILCs will be summarized once a year at the
Management Review (see Procedure number
2-432010: Management Review).

9.0 APPENDICES

Not applicable.

MNIPY 97y 1NNV 9331 DINN NINPN
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