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1.0 INTRODUCTION

The participation of a laboratory in the control of
Testing and Calibration is a requirement according to
ISO/IEC 17025 and 1SO 15189. The use of control
tests may fulfill a number of aims, including to:

1.1
of the performance of the testing & calibration

Allow an objective tracking of the quality

laboratory.
1.2

& calibration resulting from calibration or any

Identify problems when performing a test

other lab deficiency.
1.3

existing testing & calibration standards or

Test for new procedures in reference to

methods.
1.4 Providing the client additional confidence
in the laboratory’s competence to perform tests
professionally.

15

The Israel Laboratory Accreditation Authority regards

Define the method’s characterizations;

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

Nan 1.0

,0X910) MPrT72 DY NP2 NTIAYNN MANNYN
ISO 151891 ISO/IEC 17025 > Dy NvrIT NN
MIVN PYNY DI NP2 MPrTaa I wn.
£JN2Y, MTNN

1.1
D15 NPYTAN NTAYN DY DINININ

PIDN NN IDOPMIIN APYN

1.2
YNTIVN DN IN DI DI NNPNY

5191 NPYTA VINA NY YA NN

;NN
1.3

21) NPYTA MVLIVD N JPNY MONMNN
P

TN MYTH MOLYY NPT

1.4
;s MPVINPN MPOT2 Y835 NN

MNNPNI NMPYY PNV NPIYN

1.5

NN NI MITAYN NONOND THMINDN MYIN
NN NN NMONA NTIAVN DY NMONNYN

; NOXYN NDNIX NITIN
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. 72N NINSHNN

NNNPN NIIYN NN MANNYNL T PN
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as mentioned in ISO/IEC 17011 section 7.15.

2.0 PURPOSE

The purpose of this procedure is to clarify to the
accredited laboratories ISRAC's policy regarding:
2.1 ISRAC requirements for implementation
and routine conduct of PT (Proficiency Testing)
and other Control Testing Programs performed
by laboratories subject to accreditation,
assessment and audits;

2.2 ISRAC’s Requirement for selection of PT
schemes and comparison between laboratory

technicians and reporting the results to ISRAC.

2.3  Criteria for assessing Control Testing
Programs and corrective actions taken by the

laboratory.

3.0 SCOPE

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

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

4.0 APPLICABLE DOCUMENTS

4.1 EA-4/18: Guidance on the Level and
Frequency of Proficiency Testing Participation
4.2 ISO/IEC 17011 section 7.15: Conformity

ISO/IEC 27.15 9y 2 NY9Nw 95
17011

Y1 2.0

MTAYAS NANY NN XNONN HMIN NHIVH

9 NYPN D52 MYIN NPPTH NN MOINOINN

VN DIWHD MYIN MYIT 2.1
NPIOM (PT) NMINYH MP T2 Y HNNY
NYTIYN MYNINY NP2 MP>1a

;s NP2 NN ,NONDND MINTIN

NIHDN NPNAY MYIN NYIT 2.2
P2 NTIYNIA NN NN
MYTY NTIYHRN TINA OXTIYN

IVAY YIRS

NPIDN NIIWND OIPIVIP 2.3
NOPNY NNPNN MY NP2 MP>T2
T2AYNN

mon 3.0

NXY MYIN NPT NN VI R I
P2 MP>T2 NOIND DNIPIVIPN

NPT NTIYN 552 IONRI NMION YN ¥
NONONY PNINDT MYIN YT DY NINOINY
MTaYNn

0V’ 021nYN 4.0

TONNINY 4.1

ONNIINY 4.2
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Assessment-General Requirements for

Accreditation Bodies Accrediting Conformity

Assessment Bodies.

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

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

Laboratories;

45 1SO 15189: Medical Laboratories —

Requirements for Quality and Competence

4.6 IAF/ILAC A2: Multi-Lateral Mutual
Recognition Arrangements (Arrangements):

Requirements and Procedures for Evaluation of a

Single Accreditation Body

4.7 IAF/ILAC Al: Multi-Lateral Mutual
Recognition Arrangements (Arrangements):

Requirements for Evaluation of a Regional

Group

4.8  Procedure number 2-623001: Planning
and Performing an Assessment Procedure.

4.9  Procedure number 2-432010: Management

Review.

50 DEFINITIONS

Unless defined below, 1SO / IEC 17043 apply.

5.1 Proficiency Testing (PT) —
The determination of the calibration or testing
performance of a laboratory, or the testing performance

of an inspection body against pre-established criteria,

TONNINY 4.3

TONNINY 4.4

TONNINY 4.5

TONNINY 4.6

TONNINY 4.7

MO :2-623001 7900 5N 4.8
PTAN NN

PO :2-432010 7900 5NN 4.9
9N

mann 5.0

L1919 NINN TN ONX NON
.0 ISO/IEC Guide 17043
—(PT) manvn mpa 5.1

,TONTAVA NPT IN DD MDY ONINI NYIAP
9 DY MIPPO N DY NPT MWNIN NYIP IN
NNNYN MYSNND YR WIPIY DINIVIP

DPMYN INY 93 .QA-1 MNYN NPHRN P ISRAC 2wNn Yy DINMN NON DN MY TN ¥ DIPHN DMIWINDT DPMYN
2013 92072 18-1 DOTIN 7292 109N 12 DPY 9PINI DM DIPIND DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on December 18, 2013




Website: Yes

1295 53NN NIIYN INXAD MYIN M)
MR Y NPITa MTayna

Policy and Evaluation of Proficiency Testing Performed
by Accredited Testing & Calibration Laboratories

08 : N3 19UN

1-681001 : 9901 5NN

19 TINN 7 1900 91

Version number 08

Procedure number 1-681001

Page 7 of 19

by means of inters laboratory comparison. It is
recommended that the program will be managed as per
ISO / IEC 17043 guidance, through reputable and
recognized organization. Inter laboratory comparison is

taken in its broadest sense.

5.2 Proficiency Testing Round —

At least one set of test items provided to the laboratory
at one point in time as part of a proficiency testing

scheme.

5.3 Inter Laboratory Comparison (ILC)

Organization, performance and evaluation of tests on
the same or similar items by two or more laboratories
in accordance with predetermined conditions.

This program is organized by national or regional

accreditation bodies.

5.4  Inter laboratory Testing —

Comparative testing between laboratories, in
compliance with ISO / IEC 17043 guidance includes no
less than two laboratories, one of which may pre
determines the analytic reference value. This test can
be run periodically in order to produce results for
defined control testing.

Note: Under certain circumstances Inter laboratory
testing may be used as an alternative to a PT scheme.
When laboratory does participate in inter laboratory
tests it should define the acceptance and rejection

criteria of the comparison test.

5.5 Intra Laboratory Testing —

Within laboratory Control Testing Program.

5.6 Deviation in the result-

DNNNA DNNN N NIDNNY NN TPNTIYN P2
2¥2) 919 IR MYNNNA ISO/IEC 17043, 5
NPT .NITAYN P2 MXNYD NIV POINN

A9Y NI NANIN MYHYNI JIN NNHH

—nrn Mmpr1aaav 5.2

DYPADNN NPYTA VIO HY NNN NITO MND
INNN POND PNIVYID AT NTIPIA NTAYND
NNPHN MPrTa

(ILC) mon1aynyra axnvwn 5.3

DXV DY MPITA HY NOIYM WX NN
MTIYN N X DAY 7Y DONT IN OIYT

T NI WK DIYIAP DININY ONNNI
DIMINOINONDIND NONDN YNIN Y NN

—rntayn-pamprra 54

ONNN,NITAYN P2 NPOIRNYI MPrTa
MmN X2 MYOoN ISO/IEC 17043 mnand
NN AP MIYY 1NN DNRY ,MTIVND dNVUN
N>IND M) NPYTAN VI DY OINMN TIY
MIRSIN PPNY YT HPNNPN N¥IN N NPT
DM NP NPT

YNOIW TS 11190 DX TNPP D270 : 19¥N
T1915N M0 NPNTIVV-)22 172733
-3 M2 73 VNI 7730 oX .PT n2ons
D2IPIVIIP7 N PTINZ 715V, NPNTIVHD
JINNYT NI TINNIN SV 719012 119370

— IPnTan P mps1a 5.5

.DTAYNN TN NIPA MPA>T1 N2DON

=ANIN NN 5.6
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A result from a test which lies outside the control
limits.
5.7

The range limits that include all 95% of the results

Control limits-

(x2 standard deviations). These limits are also named
warning limits.

5.8
The range limits which include 99.7% of the results

Action limits-

(x3 standard deviations). Any results lying outside

these limits, requires an immediate corrective action.

5.9 Reference Value -

Assigned Value -The quantitative or qualitative value
that is assigned (accepted by convention as being the
true value with known and acceptable uncertainty) to a

Control Test Sample or primary standards.

6.0 RESPONSIBILITY

6.1

Divisions, the Lead and Technical Assessors, to

It is the responsibility of the Head of

assure that the accredited organizations meets
these procedure 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, ISRAC requires that any laboratory wishing to

MY INHD NNNNDIN NPT DY NN

.Mpan
5.7
MRXIND DI X DYI0N NNV M)

=920 M)

(YPN NPLO £2 ) OMIPNIN 95% 2 MYAPNND

IIN M2 D) DMON NYN M)
5.8
DMPNIN 99.7% 5251010 NNLN M)

-N2IY M)

NN NI IRNN (PN NPV +3)
NVYPIA NTAYNN NN NANN ,NYN MM
TN MPNN DYV

—omn» 9y 59

DN IMDIND IN YNNI TIVN -ONPN Ty
M212)2 XNINRN TIVI NNOONA HAPNN)
NOXYTY (MNTY 10N DY DHNPNI DT
DNYRD DINY IMIN X NP

NN 6.0

6.1
) NTND OMONNPNRT D¥DINDN

OXPTIAN ,OX9NRN YWNI NNINNI

MYITI DYTNIY DIINDIND DININN
DY 52 MITHINN

6.2
% DY TNY DXNNA DIVad

02001101 OININD NPINNKI

nov 7.0

MPrTa NN Mannvn nan 7.1

napa
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be accredited shall participate in Proficiency testing

schemes (if available).

7.2 Obligation of Preparation of Program
PT Participation Schemes

7.2.1 According to ISO/IEC 17025 (5.9.1),
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 bellow. 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.
7.2.2 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.

7.2.3 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.

7.2.3.1  The laboratories shall document the
justifications. The following aspects should be
taken into consideration by laboratories when
determining the frequency and level of
participation in proficiency testing:

7.2.3.1.1 The laboratory will have a controlled

MIMNYHRN MTAYN NN NN MwIN EA )

P2 NNYH MPPTAA GNNVNY 1NN

(DM NP DONTIYN

MANNVYN NN M NN 7.2
MR DNIYN »)NaNa
D»NTIYNA

,(5.9.1) 1ISO 17025 ypn >0 by 7.2.1
nNVIAN DN NYNY DN DTN
noNY (PT RUDY 5NN 0mM») MON
19598 NTAYNN .DMNNN NPNY DN
Y2 MONNWNN MPTN NN NN WNIPY
NNPH MPPTA AMVIVOX NN
DMVPON NN PIYNI MNPY IWN
0N MIOVINN MNP DVLNIMNN
PP IVIVORD DY PN AN
55 YW NONONN 9P°N2) MDA OMPON
PONn N AN NT .09 DTN
MYND NIPa HY  NPMVIVONIN
.TAYNN SY NOOON

,NDON MVIVORNIY  XININ 7.2.2
P2 N9PN) TNX NONDN MNND MNY
PN NI NTIYHMN (WTNND MDNON
DTV DDA DY NMIVIVONN NHNNN NN
9NN PO ToNNA YOO TITa

neny Mo mTayn 7.2.3
D»IDVN DPININ NN PYINND MONDN
MPTM NN DY NVONNY PPDNY
PT -2 moannwinn

nNOTYND mTaynn Dy 7.2.31
nNPY NN DTN .DPININ
NP Ny DONIAN DXOVDNN NX PNIVYN2

: PT »N2na mannwinn M1 nna
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list of all the test methods it is accredited for.
Based on this list the laboratory will prepare a oYY Smn nTaynn 7.23.1.1
plan which detail which PT scheme the 9N MP>Tan 55 DY mIpnn
.19N0NN

laboratory will participate and its frequency.
When a PT scheme is not used there will be a
documentation of the reason and the alternatives.

An updated list will be submitted to ISRAC at least a
month before planned assessment.

7.2.3.2
and frequency of participation in PT scheme

The laboratory should define its level

after careful analysis of its other QA measures
(especially those that are able to disclose
quantify and follow the development of bias of a
stated magnitude).

7.2.3.3

dependent on the extent to which other measures

The participation should be made

have been taken. Other types of QA include, but
are not limited to:

o Regular use of (certified) reference materials
o Comparison of analysis by independent
techniques

o Participation in method development/validation
and/or reference material characterization studies

o Use of internal quality control measures

o Other Inter/Intra — Laboratory Comparisons e.g.
Analysis on blind samples within the laboratory
7234

laboratory, the sector in which they operate or

The level of risk presented by the

the methodology they are using. This can be

determined, for example, by considering:

DAY 1IN PON DTN N NNV ©01 DY

NNNYNYD  NPIDI/MION NPNRA VNS P

TIVAN PMNONN (PT) DONTIYNI NNNYH

NTIYNI NPITAN VINOA MPTN SN, GNNYND

NTAYyNN 0N ,DMIPNN ONMINL AT 1NNON]

m2on MW PT m5N1 Nonnvn NN

MY UND MOTIVHD NIV .NIDVIIVINMN

JPOINN PTN DI N5 wTIN MINY

NN PN NN NTavnn 7.2.3.2
PT »nana mannvnn maTm nm)
NNVIAN OYNNX DY PIT M) INND
DWONDNY NONX TNYPNI) DD MIN
oY LN YV MNNAINN NNIOY MDD
ONXM HTN

nYND NN MANNYNN 7.2.3.3
MO IVPNY DINN DOYNNINI DN
NY TN D990 DMWY MON NNLAN

:H DY

DXTVNINND OINMHOIMNI WNIAP VIDOY e

DY MOYXY P IRNYD e

N PPN 7 NOW MNP MONNYN e

DIN MN0IN 1PN

0029 MON NIPAIYNNNI WIDY* e

b5

,OPNTIVNPY /PR MINNWN e

TN N XD MNONT DY NVOIN

TAVNN
YT DY MY )1DY0N NI 7.2.3.4
N NOWI NTAVHN I PYN ,NTIVIN
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o Number of tests/calibrations/measurements
undertaken

o Turnover of technical staff

o Experience and knowledge of technical staff

o Source of Traceability (e.g. availability of
reference materials, national standards, etc.)

o Known stability/instability of the measurement
technique

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

7.2.3.5 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 (i.e. EMC tests on
simple objects for a limited number of quantities

to be measured). In these areas the suitability of

other QA/QC measures is paramount.

7.2.3.6 Any legislative requirements for

frequency of type of PT participation

7.3 Choose of Control testing program

7.3.1 Each laboratory should select the
appropriate Control Testing Program. Examples

of such schemes are detailed in clause 5.9.

DVNNYHR DTN DA TIDYTINNDN
12 2VNNNA XONTY NN MIAPY 1NN

MTTN /7 DOV /7 MPrTaN 190N U
myxan

MOV NN HY NN @
MOV NN OV PN YT e
,DIN MIMIN MPNT ND) MDPY NPH - e
("12) DPNIND DIPN
NOVWYW DU INT MDY ON 7 MDY e
nP>1an
MM DY ONDN DYVIDYY DMYNYN e
DINN NN DD NPT DYNY) HPD 7/ NPYTIN
(MNVAN SV NM2) NN 2PNNPN
DN DWW TO2 POND ¥ 7.2.3.5
nrnd vy PT -2 mannwinn bna
SY  DMOLN DIINNDN Hwa NV
790100 ,PT nvadwm A1yn 1IN
JT9Y N MINMPN MITIYN DY TN
PT yx2a5 5555 1N MVWAN DIDINNNN PON MY
MPYT2 NONTY) DD 7 NP>TANN PON N2y P
SV D201 VP 19DNY DNLVP DM by EMC
O TTIVW NMNd
TIRNND MHPDY MDdYN ¥ 7OX DMINNA
DINN QA/QC >yN8NN
MYy P et Yy 7.2.3.6
.PT yn2na mannwn
NIPA NN HYPNY 7.3

ON MNNIAD NN NTIYN DD 7.3.1
NP2 MOYWS MNOINT .NIP2 NPPTA

5.9 YYD ISO/IEC 17025 ypna mMIOWN
nPNI nya 3N nna 7.3.2
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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:

7.3.2.1 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.

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

7.3.2.3  In cases where reputable organized PT
service is not available, ILC will be organized by
a sufficient number of laboratories as a one off
or continual exercise

7.3.24  Submission of an internal sample or
object to another or more external laboratories

for the purposes of data comparison

7.3.2.5 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 17043,
ISO/IEC 17025.

7.3.3 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
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with the application documents. Participation in
PT is a preliminary requirement for accreditation
in the specific field.

7.34 Laboratories under ISRAC
surveillance must conduct control tests, in a
repetitious manner.

7.35 When available a scheme should
consist of at least 3 rounds of proficiency testing
per year, evenly spaced. 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.

7.3.6 Regardless of the laboratory’s control
testing program, the laboratory is required to
participate in any proficiency testing round
organized by ISRAC at its expense.

7.3.7 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 be rotated
between as many as possible laboratory

employees authorized to conduct the specific test
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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 of Participation in ILC

7.4.1 Laboratories will be required to
participate in ILC programms, available to
ISRAC. The person in charge of ILC in ISRAC
will contact the relevant laboratories for that
matter.
742 The maximal number of participating
laboratories will be determined by the program
organizers:
7.4.3 The inquires about unsuccessful
results, will be reviewed by person in charge of
ILC in ISRAC and the relevant Head of
Division.
7.5 Obligation to Review the Results of
the Control Tests

751 The review of all the results obtained
over time from the control tests should be
analyzed and as a minimum, on the reception of
the last set of results. Identification of a potential
shift by the detection of four consecutive Control
Test results all above or below the mean, even
within the test control limits, is considered to be
a deviation and requires immediate attention and
corrective action by the laboratory as per section

7.7 bellow. Such a trend may consequentially
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alter the mean over time.

7.5.2 A single Out Of Specification result
(O0S) 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.

75.3 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 having
received test results generated at the time
interval and of the fact that the tests may have
been performed out of its specifications.

75.4 In order to understand the reason and
the solution for the deviation the laboratory
management should give consideration to the
following points: calibration status of the
equipment, the reference standards, the workers
expertise, possible interferences, carry-over from
previous tests, sub-sampling, test procedures,
environmental conditions: temperature,
humidity, vibration, particles, magnetic fields,

ext.

The laboratory will document the investigation and its

conclusions.
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7.5.4.1 In case of a potential health, safety or
environmental hazard and risk, the test would be
suspended until the complete resolution of the
deviation. The laboratory should notify its
clients, as soon as possible, about the test

suspension and other warnings as relevant.

7.5.4.2 Following the investigation and the
route cause analysis carried out by the
laboratory, it must be evaluated whether
customers should be informed that results and
reports given to them in the last period of time
must be questioned.

755 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

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

the following issues:

the treatment of samples upon arrival at lab, and their

documentation

Documentation of lab participants in the program
7.6.1.1 The responsibility to participate and
document the results.

7.6.1.2 The analysis of each result obtained as

well as the results obtained along the time.
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7.6.1.3  When relevant, the way the laboratory
compare different methods of analysis,
employees results, equipment performance, etc.
7.6.1.4 The documentation of evaluations,
investigation, and analysis of outliers and/or
deviating results.

7.6.1.5 Implementation of corrective actions
and reporting to clients.

7.6.1.6  Which are the 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

7.7.1 The Quality Manager of the laboratory
will prepare a summary of all PT related
activities carried out, before ISRAC assessment
(which testing method was evaluated, how many
samples were tested, how many rounds the
laboratory participated in, the laboratory's results
and in comparison to other participants’,
deviating results and outliers, investigations and
route cause analysis carried out, preventive and
corrective actions, follow up and effectiveness).
The summary will be submitted to ISRAC
(together with the summary mentioned above) at
least a month prior to the planned assessment.

7.7.2 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), within
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4 months from the date of acceptance of the
outlier’s’ result/s, a report must be sent to
ISRAC which includes: the deviant result and

the corrective and preventive actions taken.

7.8 The head of Division in ISRAC will
review the laboratory’s report and the coverage

of all fields and employees under surveillance.

7.9 ISRAC may intervene, in cases were
certain problems are common to several
laboratories in a certain test methods or fields,
ISRAC may establish an ad hoc professional
committee to assist laboratories.

7.10 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.

7.11 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 that shall be
assessed by ISRAC prior to reinstatement.

7.12 In areas where Proficiency Test programs
could not be "bought", ISRAC's Management
shall examine the need for planning it. Planning
of such programs shall be with the collaboration
of professional persons in the field and if

possible according to ISO/IEC 17043 principles
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and ISRAC policy in this area.

8.0 DOCUMENTATION

8.1 Laboratories reports including results and
corrective actions will be documented in the
laboratories file under surveillance section, or in
the electronic sub folder of organization named
PT.

8.2 ILC programs will be documented in
I:\1_Eichut\7_Pt\ILC summary in an Excel sheet
which summarizes all ILC programs to which
ISRAC was invited to participate in.
8.3 ISRAC review of

participation in ILCs will be summarized once a

laboratories’

year at the Management Review (see Procedure
number 2-432010: Management Review).

9.0 APPENDICES

Not applicable.
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