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1.0 INTRODUCTION Man 1.0

N2ANTN ,WINN NONON ,NTIYN NINON
;793 DMK NINDN HY NP9 NI
5y9 | TRADINN/N2NONN YPan ) NINNY
T2y NONONN MYITL TN JOIN
1N91972 ©IMINN ,DINOM YR MUY

Accreditation, re-accreditation, accreditation
extension, and surveillance are contingent upon
compliance of the applicant / accredited
organization with the accreditation requirements,

and upon submission of information and
N2 MDY IN DY ,MP 11 Y8a)

documents supporting the organization's capability DMINN ,D7990H NPT WPIINN G2
, .

to perform inspection, calibration, or testing VAN OPTIH M1 195 1PN M2

activities in the requested scope. Review of NIDVLN W PTIA MIN NI NIVIND
documentation supporting the abovementioned PN MPIA) MY PPTIN MIAPY DIRYNNI
capabilities prior to the assessments allows for ,OM D) DX2»NN ,NDNDNIY MPYON INN
proper preparation and effective assessment. /N12NONN VPN NN NTNINND MDY
Handling the assessment findings, and continuous NTN)) YNINN TINN DY NPNIY TROINN
surveillance of activities included in the scope of TNNOT DY (0192 MY SV — TNNN
accreditation must also be documented by the AN

applicant / accredited organization. ISRAC shall
assess the submitted documentation (and where

required - the actual operation).

2.0 OBJECTIVE non 2.0

VNN NARNNA I TIND DY DN NIVNH
NN ,DOMOIN OPNINDIIAN DNPNI

The aim of this procedure is to define, in

accordance with the relevant international
19000 YP29N N MNNN MY

standards, the requirements for organizations
WA 2YND WO YTINN IR TH0M /

requesting accreditation / accredited organizations,
and the information to be submitted to ISRAC.

3.0 SCOPE man 3.0

3.1 ISRAC's requirements for MIRDIN MYIN MYITVYPS 3.1
organizations applying for accreditation / /YT NINDN /MINDN Ypann

o . . M9 /7 ManIn
re-accreditation / extension / surveillance.
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4.0 APPLICABLE DOCUMENTS

4.1 ISO/IEC 17011: Conformity Assessment —
General requirements for accreditation bodies

accrediting conformity assessment bodies.

4.2 ISO/IEC 17025: General requirements for
the competence of testing and calibration

laboratories.

4.3 1SO 15189: Medical laboratories —
Requirements for quality and competence.

4.4 ISO/IEC 17020: Conformity assessment --
Requirements for the operation of various types of

bodies performing inspection

4.5 ISO/IEC 17043: Conformity assessment —
General requirements for proficiency testing.

4.6 ISO/IEC 17034: General requirements for

the competence of reference material producers.

4.7 Procedure number 1-611002E: ISRAC and
its Accreditation Process Guidance and
Requirements.

4.8 Procedure number 1-681001: Policy and
Evaluation of Comparison Testing Performed by
Accredited Laboratories.

4.9 Procedure number 1-000006: Requirements
for Organizations Requesting Accreditation for
Sampling.

4.10 Procedure number 2-432009: Handling
Deviations from ISRAC Policy and Procedures.
4.11 Procedure number 1-661004: Validation
Policy for Test Methods.

'YW 0Yamon 4.0

mONN Ny 4.1

MONNINY 4.2

mONN N 4.3

MONNINY 4.4

MONNINYT 4.5

ONNINY - 4.6

MTIN :1-611002 79010 THON 4.7
NYPNIN NINONN PO MYIN
WM

NN :1-681001 190N oMy 4.8
INNYN NN NI WINIY MYIN
MONDM MTIYN1

M7 : 1-000006 7900 5N 4.9
N2N0N DOWPANRN DNNIND MYIN
DWTY

919920 : 2-432009 19010 5nn 4.10
.DIVAN YMINI NP TNN DN

NPT : 1-661004 1900 5N 4.11
PYTIAN MV HY NPOIN NWN2
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4.12 Document number G-119-005: Instructions
for Test Kit Evaluation.

4.13 Procedure number 2-621001: Receipt and
Review of the Organization’s Documentation.
4.14 Procedure number 1-000023: Definitions

used in ISRAC's documents.

4.15 Procedure number 2-650001: Measures to
be taken for Suspension, Termination, VVoluntary
Withdraw, of Accreditation/GLP Recognition.

5.0 DEFINITIONS

See procedure number 1-000023.

6.0 RESPONSIBILITY

6.1 Organizations scheduled for assessment and
applying for accreditation / re-accreditation/
extension / surveillance, or any other ISRAC
assessment, must comply with the requirements of
this procedure (in addition to the requirements of
ISRAC procedures and the surveillance
agreement) as a condition for the organization’s

accreditation.

7.0 METHOD

7.1 What are the prerequisites for accreditation?
To receive accreditation for a specific test method,
the laboratory must meet the requirements

specified in table 1 in this procedure:
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7.2 Organizations requesting an accreditation /
re-accreditation / extension assessment, shall
submit the documentation listed in table 1 below
(for the translated table, please see appendix 3)
and shall send them together with a signed form
number T1-000014-03 (published on ISRAC's
web-site). After the initial document submission,
and in case nothing has changed in their content,
the organization can forgo re-submission and
instead send ISRAC a statement that said

documents have not changed since.

Note: If ISRAC has the need to translate some of
the CAB's documents, those documents should be
sent in word-format. The translation shall be
given to the CAB. It is the responsibility of the
CAB to update the documents in both languages.
Completion of form T1-000014-03 is a
requirement for accreditation and extension
assessments. An organization requesting an
extension during a re-accreditation assessment is
required to fill the form and send it to ISRAC
together with the other documents towards the re-

accreditation assessment.
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7.3 Guidance regarding some of the IIVPNTPN MYIITMHNIN MINAD - 7.3

prerequisites:

7.3.1 Performance of tests as a prerequisite for $N9NDNY DTPI ININD MPITa MY 7.3.1

accreditation:

7.3.1.1 ISRAC requires the performance of at least mMP>T125 NT2YN Moo M mwan - 7.3.1.1
10 tests, if possible, using the method for which the NV, MNY MP>T2 10 S¥ 1811 D5 NN
accreditation is requested, as a condition for laboratory ATV 535 NONDNN NYPIAN MPIY NP>TIN

accreditation for the performance of the tests /

calibrations.

e The tests shall be performed according to the MY IMN NN 290 WHD MP>TIN - e

laboratory's procedure to which the
accreditation is requested and were performed

during the last six months.

WX 1, NONDN NYPAN POND NTIVNN
NINKN MVYN O33N

e The results of at least 5 of these tests must be MOy NPNY MIAYN MPP>TAIN PP 5 MND e

positive (where relevant).

.0103259 TYND) NPAPN NINSIN

¢ The laboratory is required to demonstrate that WO DMIYIN DI NIIND NTAYNN DY e
the complete test procedure was performed for 5NN ,INIVNA NPYTIAN TPONN YNIND
each of the tests, from the sampling stage to the NP (5212) TV NNTN NP0 /OINTIN
issuing of a test certificate (inclusive) (see .(1-000006 1901 5M1 NNXI) NTIVN

Procedure number 1-000006).

7.3.1.2 In special cases, where the above MPN N INNN 0N OPIN DMIPNa 7.3.1.2
requirement is not applicable: 1YW
o The laboratory shall inform ISRAC and specify P POINII MYID TOOY NMNTO W @
the reason. ISRAC shall review each case in D5 HYI9ND T OOPN , MY .OORNN
accordance with Procedure number .2-432009 9901 5 97y 1PN
2-4320009.
¢ Alternatively, in special cases the laboratory ,DXTNYN DMIPNA N NTAVNN PN @
may re-validate each test method that is not IUN NPYTA DOV DI WTNN PINTD) YNID
frequently used, before performing the test (see Y8135 MNON DIMYY VINIWIA NN

Procedure number 1-661004).

(1-661004 7901 51N NXI) NP>TAN

DYN DPMYN INY 95 .QA-1 NN NPRN P ISRAC 2WNn Sy DORIMIN NON DN MY TN SY DYTPRY DIWINDN DPMYN

2018 ,599N 8-2 DTN .T292 YDSTIN 12 DYDY PIN2 DM OMPIAN
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7.3.1.3 Preconditions for the accreditation of control

and surveillance organizations:

ISRAC requires the performance of at least 10
surveillances, using the method for which the
accreditation is requested, as a condition for the
accreditation of a control and surveillance body.
e The control and surveillance body is required to
demonstrate that the complete procedure was
performed for each of the surveillances, from the
contract survey stage to the issuing of a certificate
(inclusive).
7.3.14
requirement is not applicable the organization shall
inform ISRAC and specify the reason. ISRAC shall
review each case in accordance with Procedure number
2-432009.

In special cases, where the above

7.3.2 Validation of test methods

7.3.2.1 Laboratories requesting accreditation for
standard methods, or for methods that have been
validated by the kit manufacturer or by any other
body, shall submit the documentation for method
verification, demonstrating that the test procedure
implemented by the laboratory requesting the
accreditation conforms to the preliminary validation
requirements for critical characteristics (see Document
number G-119-005: Instructions for Test Kit

Evaluation).

7.3.2.2 Laboratories requesting accreditation for
non-standard methods (that are not performed

according to a standard), e.g.:

NP2 MNIN NONONY DT NN 7.3.1.3
:MPPN

5¥ ¥>22 MPY9Y NIPA PN NOHNON MINK MYIN
NYUPAN TPYY NVOWA ,MNSY DMP9 10
900NN

DYIYIN 93255 NIND ,MPIN NIPAGN DY e
NYIND APON HNN ,NON PONN YNINN OON
TV NPOIN (991D) TN

MYN T NINNN 0N DN OMpRa 7.3.1.4
POINDY MYIY D DY NNTD ¥ Y
IAND T OMPN ,MYIL .DOIRNN PN
.2-432009 9901 5NN 97y 7PN Yo DY
NPI1AN MOVIY 9PN 7.3.2

ML NONONA NINYPN NTAYN  7.3.2.1
SY I8 YT HY 92519V, MVIYY IN NIPN
MIWIRD TN VIN ,INN DI I, 0P

NN VN DINY NN ,NVIWUN (MINPN)
PN MYIIT TN NINDN NYPANND NTIYNI
TADN NNT) D1VIIPN DAIMANNT NIY ,NYRIN

MY NN NN : G-119-005 ~90n

(npr1a

VYWY NONODNI TIVNIYNPN NTIYN  7.3.2.2
: NOMTY (I 299 NYXIAN NPN) NIPN NPNY
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o In-house methods of the requesting laboratory.
o Methods based on articles.

. Methods that combine more than one standard.

o Methods that are performed in accordance
with a standard, but on a matrix other than that
defined in the standard, or that have been otherwise
modified.

Organizations are required to submit a report
reflecting the method validation that was
performed, or the validation of the
modifications on the standard method. The
validation must be suited to the intended use
of the laboratory results, and meet the
laboratory clients’ requirements (e.g.,
regulatory requirements). The scope of
accreditation (appended to the accreditation
certificate) shall indicate "In-house method"
or "In-house method - based on standard ..."
for such methods. For more information see
Procedure number 1-661004.

7.3.2.3 For validated methods, e.g., standard
methods, kit methods, or other validated methods,
verification is required to demonstrate that the
obtained characteristics are similar to those found in
the validation performed by the laboratory

requesting the accreditation.

7.3.3  Proficiency testing (PT) and Inter-
laboratory comparison (ILC). Unless defined below,
see procedure number 1-000023, Definitions used in

the Israel Laboratory Accreditation Authority's

DTAVIN DY ONISY NI NOOY e
ONNRN DY NODNIND NOY e

PN NP HY IS NOY NIOIY @
STPN

OV IR, JPN 29 DY NYNINN NV e
IN PN TN NV NNY DPIIVN
.DMINN DMV

PPN NN GPWNN AT MWD YIND NINN
NVIYNN MNYY IN NVIYD YAV | (NINTON)
TYPHIN VIDIYD DIXNND 27N NN .1NPNN
998 MYOITY MYN NNDY NTAYNN MXNINI
NN MOLOYA .(NMONT MYAT HWNRY) NTIvHN
(N2NONN NTIYND NADI) NINDNN PN DY
7....JPN DY NDDIAN DX NVIY IR 7PN NV
“In house method” or “In ...: YN PPN N
house method - based on standard ...”

.1-661004 1901 5NN NI AN YNRY

MPON WY MW NI Ny 7.3.2.3

VY ANNIN, VP MOVIY  NPIPN MOV : NINTY
N22P NN NNYINN (MXPAN) MIYN YN
NYP2NN NTIYNRI MNTIOND INNDIY DIIMINNDN
Nak)alvy

9NN ON NON . ILC- PT Annwn »nan 7.3.3
MOLNPN MITHIN NI ,IPNY NINK
MITHN,1-000023 990N SN
TPINDD MYIN MM MWNYNN
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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.

7.3.3.1 Inaccordance with International
Laboratory Accreditation Cooperation (ILAC)
requirements (see Document P9 in ILAC
publications and on the ISRAC website); the Israel
Laboratory Accreditation Authority (ISRAC)
requires laboratories requesting accreditation to
participate in inter-laboratory proficiency testing.
Participation in such programs, if such programs
exist (globally) must be proven. Evidence of
participation in at least one program for each testing
technology used by the laboratory shall be submitted
to ISRAC with the laboratory’s documents.

A laboratory seeking accreditation/expansion
will send a confirmation of joining such a
program for each technology requested for
accreditation. In case Comparison Testing is
not available, the laboratory shall present an
alternative plan for the results quality assurance
including comparison of the laboratory’s results
with the testing results of an external

individual. The document should be sent to

S TIITIND MYHWND ,MTIVND NONOND

INTER -nynTayn ya mp>7a
,(LABORATORY COMPARISON (ILC
PROFICIENCY -nnny»n mprTa

DPNTAYN N MPr7a (TESTING (PT

W PT )77 O2552) NIV 2INIPI : 717
DN PTAZ PEYILC NyNan 77av0 ON ILC
TINXIN SV 71290701 7123770 D2I17027977
D290 12 INNY 2T .INDYIT N0
JINNWY 2IN2PDT TIVNI 1N 1IN NI

MIND MWITH DNNNA 7.3.3.1
"M0991 P9 7H0n2 wa) ,(ILAC) »IND»IN
TN MYIN NN ,(MYIN NN ILAC
NMNYNN NITAYNN NN MTIVN NONOND

-2 MNNPHN IRNYN NN NNV NONDNA
,9N DMN2NI MONNYN NYIIND ¥ .OMNTIYN
MONNYN Yy 2100 .(ODI1YI) DN»PY NN
SV NPYTA IPNYNOV YD1 NNNX NN MNAYA
TAYNN 29001 DY TN MWD INOW» NTIVNN

YN NDYN NANIN/NINDN NYPANN NTIYN
NNN N7ON MNAY ,MIINNND NMIDND MTONN
955 .AN2PDN2 NMNYN NTAYNRNY DINN D2
PN IN NINDMP PN NNV INNYN NMIODNY
MON NTAYNAN PXN NIIRNN JOX IN NPT
NYSIDN IRIND MDNX NNVIAND MNNNI ,NON
SV NPT MNNIN OY NTIYNAN MRNN NXNYN
Q0N HONN DM
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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.

Preference is given to programs conducted by
known organizations, if possible that conform

to standard requirements:

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

Laboratories may use the information available
on the ISRAC website, or request assistance
from the ISRAC quality administration and
heads of divisions in selecting the appropriate

programs.

7.3.3.2 Ongoing participation in comparison
testing is mandatory. ISRAC's policy for PT is
detailed in Procedure number 1-681001, published
on the ISRAC website.

7.3.3.3 Laboratory documentation

The laboratory shall specify the handling procedures
for received PT samples in its standard operating
procedures (SOPs). The SOPs shall detail at least the
following:

e  Responsibility for performance and recording of
results.

e Analysis of individual PT results and long-term
PT results.

e  Comparison method between different methods,
technicians, equipment, etc.

.TAYNN YN0 DY TN MWAD NDY IYIND
DTPIN NN MNNN NNYSNA IRNYNL MONNYN
LDINNNM PNRT YR DIND ININA NONON NHIAPY

L IWIARD NI ,I0M NN DY IDINT MPDTY v
SYPNN MYWITI TN

ISO/IEC 17043: Conformity assessment -

General requirements for proficiency testing.

,MVIN NN YN WD MIIN MTIYNN
D 5Y , MY DXNNRM YYNI MIONN HMN2
IRNND NPIDNN IR NN

NI INNIWD MNNA NYIP mannwn 7.3.3.2
NN NHDINON ,NT RN MYIN NPPTI NN
.1-681001 990 YNNa NN

nTAvnn dOnon  7.3.3.3

NMNNTI DI9LN IPIN NN YN VIAN NTAYNHN
NPNDI MNY IPOY OONIN .ON MYInN PT
: JPN2 DYINNND DIYD NI NINIAN

IRSIND TN VINIAD NPINN o

MINSIND NTTIAN IXNYNN MINHON M) e
ARTTNINRD MYApNNN

,DOTY  MNY MOV P INNWIN JOIN e
/12) DXPYON
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e  Documentation of result analysis, deviations,
recurring deviations, etc.

Records shall be kept upon completion of each PT
results cycle. The records shall include reference to all
the results, and shall detail the required corrective /
preventive actions following analysis of the results.
The report shall be signed by a senior laboratory staff

member.

7.3.3.4 Follow-up and reporting to ISRAC

o The laboratory shall maintain a controlled list
of all the tests included in the scope of accreditation.
The list shall detail the inter-laboratory proficiency
testing program(s) (PT) in which the laboratory
participates, and the frequency at which each test is
performed as part of the program. If the laboratory
does not participate in any PT program, the report
shall specify the reasons for non-participation. An
updated list shall be submitted to ISRAC at least one

month before each scheduled assessment.
First Accreditation/extension

. The tests shall be performed in accordance with
the procedure submitted to be accredited by the
organization and shall have been performed during the
last six months. The test shall include all the phases of
activity starting from sampling/sub-sample (if
applicable) up to the test certificates (at least half the

tests must be positive).

Note: If this requirement seems not applicable, the

Head of Division shall be consulted by the organization.

m¥IN AN MINXINDN MM YN °
J1IDYMONIN

9192 QYN , TN MY PT MINSIN 220 YD DINa
MY VI NMINIIND DI MONMNN

MNP MIAPY YTV YN /NNPNNn

DTN DY ONN DIDON ADAPNNY MINNIND
TAYNa PO

My M apyn  7.3.3.4

55 YW NN NIV SN NTAYHN °
NN VI P NAY ,NONONN GPPN2 MPrTIN
(PT) M>NT2YN12 NNNPN NXNYNID NPIDN/NMION
NPYTAN VXA MPTN YD) NTIYHN NONNYN
DN ,DYIPNN DNMINI .IT NNDNI NTIYNI

MW PT N%5N2 NONNWN NN NTIYHN
MNAY MWD YNN NMDTIVHD NNOYI .MDON
JPOINN PTAN DI N0 UTIN

NANIN / NNIYNI NINON

YN IMN DNNN 29D WS MPITan °
YNNI IYNI Y ,NDNDN NYPIAN PYND NTIYNN
Y25 DD NN HDID MPrTAN VINA .ANINND MIVYD
(DY DN) NPT /OINTN ADWN SN, MDD
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P2 NPNY MDI¥ MPITIN

Y2 IO 71N I FINTITY 71703 1 Y0
IV QN UNID YYII0
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° Prior to the ISRAC assessment (surveillance
or re-accreditation) the quality manager shall prepare a
table summarizing all the PT activities (type of tests,
name of the organizer and weather it is according to
ISO/IEC 17043, number of samples, number of cycles,
results obtained by the laboratory compared to other
participants, deviations / trends / identified issues,
discussions held, and planning and follow up of
corrective / preventive actions). The summary shall be
submitted to ISRAC with the updated list at least one

month before each scheduled assessment.

. If the laboratory results in the PT tests require
inquiry (i.e., the results deviate from the local procedure
requirements), a report shall be submitted to ISRAC
within four months of receiving the results. The report
shall include the deviating results, citation of the relevan
procedure requirement from which the results deviate,
and planning and follow up of corrective / preventive

actions).

7.4 Accreditation applications

74.1

organization shall submit the documents to ISRAC.

Initial accreditation applications: the

After an initial review and evaluation of the
organization's readiness for accreditation (see
Procedure number 2-621001) an assessment shall be
scheduled in coordination with the laboratory.

7.4.2

assessments: the organization shall submit the updated

For re-accreditation or extension

documents no later than two months before the
scheduled assessment (see Appendix 1 to this
procedure). If the documents are submitted during the

last month prior to the assessment, and if due to the

N2NON N MPY9) MYIN PTIN 19D o

95 5Y D10 NYIV MODNN DNIN I (WThN
DV 109 MP>72 NVN) PT -N ©0INN2 M>Yon
,ISO/IEC 17043 >95 721y DNM PINNDN TOMN
NTIYNN MNYIN 0120 NN ,MNNT N2
/7NN /MMIN ,0INK DXANNVNY IRNVYNA
MYV DIV DIT NNV NPYI

LMINK 2APYHRT NIINY ,MYNND/NNPNN
NIOTIVAN NNPYIN DY TN, MYID W DIDON
0NN PTAN D3 2% wTIN MNaY

NTIYNN NMINNIN DN DMIPN2 o

DIVN JN2 v 1112 M2NN PT »Nnana
PIAYNY Y ,OMIPNN SNNN NYITH NN
VIVIN MIPIN MIRNIN : H9I1D) NPT MY
,TIINN NYTNN M9 DY HNNA NI TN

NN APYNI NIDINY NYNN /7NIPNNN MDOYIN
nYIAP TN DOYNIN 4 TINA (M19VN
T2V MIRHND

;9NN NYPA NAYN N 7.4

PAYNY W INYNXI NONDN NVYPa Nya 74.1
NPT INND .MVYIN P TIVND DINONN NN
INY) NINONY YNIND NN NIIWM NN

TVIN DTN DY DNXINY ,(2-621001 1901 DN
.pTInd

7.4.2
oY, TR0 NN NONDNN 9PN YW DaANIN
ND DIOTIVNN DXINDNN NN PAYND PNIND
1 NI NNI) PTANN TN 2D OPYTIND ININY
YTIND TONN2 DYINDN 1AM NN (N3 DNIND

DVYPIIN VTNN NINON YPTIN Nya
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late submission the assessor is required to reread the
documents and study a new version of the same
documents - the laboratory shall be charged additional
fees, based on the additional time spent by the

assessor.

7.5 Applications for extension: assimilation of the
current ISRAC requirements in the organization's

activities must be demonstrated.

7.6 Where possible, extension assessments shall be
combined with pre-scheduled assessments. In urgent
cases the organization may submit a detailed request,

and ISRAC shall make efforts to advance the process.

7.7 Payment should be made at the pre-assessment
stage (full fee for surveillance assessment, 50% for
accreditation / re-accreditation / extension
assessments) as detailed in procedure number
1-611002.

7.8 Timetable for scheduling an assessment

ISRAC shall act to identify a suitable Technical
Assessor. If a suitable assessor is not identified within

six months, ISRAC shall inform the laboratory, which

is entitling to request that the process shall be stopped.

In such cases the laboratory shall be reimbursed.

7.9 Atany point in the application or initial
assessment process, if there is evidence of fraudulent
behavior, if the CAB intentionally provides false
information or if the CAB conceals information,
ISRAC shall reject the application or terminate the

assessment process.

NN XONON NIMNNDD ONIAYM PTIND TY NINKD

DNIN YV NADN NDI) TN NIV RYIPY PN
DRNNA,MYY NODINI 2NN NTIVNHN — DIINDN
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7.10 A CAB shall be in the status "organization in
unitization" for a period of up to two years from the

paying the Document Review Fee.

8.0 DOCUMENTATION

8.1 Anaccompanying letter shall be attached to this
procedure where sent via e-mail (Appendix number 1).
8.2 Documentation of receivable CABs document
will be performed by the Head of Department using
form number T1-000014-03 (check-list).

The check-list shall be signed by the organization
and/or the Head of Department. Hardcopies shall be

scanned and saved in the organization’s folder.

9.0 APPENDICES

9.1 Appendix 1: Letter of introduction to procedure
number 1-000014: Prerequisites for Accreditation / Re-
Accreditation / Extension / Surveillance.

9.2 Appendix number 2: example for a list of
authorized personnel to perform test / inspection/ any
activity for which accreditation is requested

9.3 Appendix number 3: Translated table from
paragraph 7.1 in this procedure.

9.4 Form number T1-00014-02 Notification to
Laboratory of Application Status.

9.5 Form number T1-00014-03 check list for

sending the CAB's documents.
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Appendix number 1:

Letter of introduction to procedure number 1-000014:
Prerequisites for Accreditation / Re-Accreditation /
Extension / Surveillance

To:

Subject: Assessment of Accreditation / Re-
accreditation/ Extension / Surveillance

Please be reminded to send two months prior to the
Assessment date, all the documents according to the
table mentioned in procedure 1-000014
Prerequisites for Accreditation / Re-
Accreditation / Extension / Surveillance.

For your convenience, please find attached the
document for presenting the requested scope
regarding your organization.

With best regards,

:1 999 NOD)
M7 : 1-000014 9909 HNNY NN ANON

MPY9/NANIN/VWTNN NINON/NINDND NPHRTPN

, 1250
DN2NDN/NINON PTIN :RYMN
NMPY/NANIN/YWINN

PIIND YPIAN,00MIND : PTIN INIPY
DY2NUNN NN MDY ¥ PTa9N 7Y D»YTINOY
27 : 9MNNNN DNN2 VNN 29D OMVINDIN
/N9R0N2 NPHRTPN MYIT : 1-000014 19010
NP /NANIN /YTNNI NONON

ANDINN TN TRADN NN DIMNNY

,N9722

DYN DPMYN IRY DI .QA-2 NNYN MPHNN PP ISRAC 2wnn DY DIRNNIN NOR DN N THDN HY DIXPRTN DIWINDN DIPMIYD
2018 ,599N 8-2 DTN .T292 YDSTIN 12 DYDY PIN2 DM OMPIAN

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 April 8, 2018




Website: Yes

N9NDN NANINI YINM NONRDN ~NINDNY NPNRTPN MYIIT
Prerequisites for Accreditation / Re-Accreditation / Extension /
Surveillance

21 :nOM 90N

1-000014 : 9901 Y1

28 70 24 1901 971

Version number: 21

Procedure number: 1-000014

Page 24 of 28

YPan N99Y MY U /7 0IMPID 7 MPNA / MPITa Y¥AY DIRYN NIV NNNT :2 9901 NAD)
NINUN PMIND

nonT
(22221

WINID MRV
NMYN 190N)
q9P°0 NADI
(N2nONN

nYNN TN
7Y
(MW v1IN)

monon
mInyn
NYYIN

n9own

T2YN DY

/ 9PI0 / INN
RRa)
onn)
(M>ya

NO 1P INNR MY DPNIN ,MNOINT MIYIIT ,7IN 29 DY WHTID IN ,TPPONN MINAY D999 DININD *
NN P8Y Y /19 INID NTaYN 272 1ayna 1990 ,NDT -n onna Level 11 /7 I ,5nwn »p1a
PNYN 98 12D NNIMPN NNHYHN MO

DYN DPMYN INY 95 .QA-1 NN NPRN P ISRAC 2WNn Sy DORIMIN NON DN MY TN SY DYTPRY DIWINDN DPMYN

2018 ,599N 8-2 DTN .T292 YDSTIN 12 DYDY PIN2 DM OMPIAN

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 April 8, 2018




Website: Yes

N9NDN NANINI YINM NONRDN ~NINDNY NPNRTPN MYIIT
Prerequisites for Accreditation / Re-Accreditation / Extension /
Surveillance

21 :nOM 90N

1-000014 : 9901 Y1

28 TN 25 7901 971

Version number: 21

Procedure number: 1-000014

Page 25 of 28

Appendix number 3: Translated table 1 from

paragraph 7.1

— 9NN 7.1 PYON 1 N9V 13 190N NID)

OMIND ONIN2

No.

Requirement

Accreditation

Re-
Accreditation

Extension

Surveillance

Comment

The Organization Presentation document
(Document number 1-611003), completed
and signed.

Checklist according to relevant standard:

Statement of impartiality

v

Procedures put in place to identify and
manage risks to impartiality.

v

The quality manual conforms to the
accreditation standard requirements (table of
contents / index, including procedure name,
version/date, and number).

v

The quality
manual is
updated
(where
applicable)

Testing, calibration, sampling, inspection
procedures (table of contents / index,
including procedure name, version/date, and
number).

Applicable documents (not protected by
copyrights).

As required

As required

A list of equipment used for testing and the
equipment's operating procedures.

v

A list of qualified personnel and authorized
signatories for methods, with their signatures.

v

See
appendix 2
in this
procedure

A table of correspondence between each
procedure and the relevant standards,
reference documents, or other applicable
documents.

10a

An updated Scope of Accreditation document
for methods, calibrations, sampling,
inspections, or other, for which the extension
is requested (a WORD form number is
available from ISRAC).

10b

The Scope of Accreditation document which is
published on ISRAC web site is the bases for
update methods, calibrations, sampling,
inspections, or other, for which the re-
accreditation or extension is requested.

11

Proof of participation in PT (Proficiency
Testing) / ILC (Inter-Laboratory Comparison)
in the new field / method, or proof of
registration in such programs.

See
paragraph
733
(when
relavant)
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No.

Requirement

Accreditation

Re-
Accreditation

Extension

Surveillance

Comment

See clarification in Section 7.2.3 of this
procedure, and Procedure number 1-681001.:
Policy and Evaluation of Proficiency Testing
Performed by Accredited Testing &
Calibration Laboratories, published on the
ISRAC website.

12

A summary of all activities within the PT
(which tests were conducted, in how many
some specimens, in how many rounds, the
results obtained from the lab compared to
other participants, deviations/trends/issues
identified, discussions held, corrective
actions, planned and monitoring of
implementation). The summary will be
available, along with the current list (previous
section) at least one month before the
assessment planned.

Updated PT status table, including
information on PT programs in which the
laboratory has participated, and a two-year
prospective plan for participation in inter-
laboratory proficiency testing (PT) for each
method included in the requested scope of
accreditation. See clarification in Section
7.2.3 of this procedure.

See
paragraph
7334
(when

relavant)

13

Document describing in what ways the
organization is monitoring the validity of
results

14

Statement of conformity to
standards/specifications and clearly defined
decision rules

15

Statement that ten independent tests have
been conducted for each method included in
the requested scope of accreditation. The
performance should include all the test work
stages, from sampling to issuing the test
certificate. If this instruction is not applicable,
the laboratory shall inform ISRAC and
specify the reason.

See
paragraph
7.3.11in
this
procedure
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No. Requirement Accreditation A Rg— . Extension | Surveillance Comment
ccreditation
16 For accreditation type A&C, where the
standard defines a wide range of test matrices
or materials, the laboratory is required to
submit a list (initial or updated) of the tests
included in the performance of the test, i.e., v v v v
addition of new matrices, new test materials,
new calibration equipment etc. In addition to
the updated list, the laboratory shall submit
the procedures relevant for the performance
of the said tests.
17a | Validation reports for new in-house methods See
or for modifications made to standard paragraph
methods and verification reports for standard (when
methods used by the laboratory. The relevant)
validation and verification reports shall v v v
comply with the ISRAC policy defined in
Procedure number 1-661004: Validation
Policy for Test Methods.
For clarification see Section 7.2.1 of this
procedure.
17b | A sample of a validation report for PT
samples (sample validation) for each v v v
technology. Relevant for ISO/IEC 17043
only.
18 | Validation reports for modified methods. See
paragraph
v 732 in
this
procedure
19 Estimated uncertainty values for the methods See
included in the requested scope of paragraph
accreditation. Calibration laboratories are v v v (when
required to add the complete uncertainty relevant)
balances.
20a | A sample of a test report/reported result form v v v
20b | A sample of a PT report for each scheme
included in the scope of accreditation. v v 4
Relevant for ISO/IEC 17043 only.
21 Organizational structure chart, presenting the
organization’s structure, its position in the
parent organization, and the relations between v v

guality management, technical operation, and
support services.
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No. Requirement Accreditation AccreFfﬁ;ation Extension | Surveillance Comment
22 List of field laboratories. The information dsee
shall include at least the following: name of 14003
field laboratory, affiliation to a permanent
site, name of the client with which the site is v v )
. . As required
connected, operation start date (or prospective
start date), and prospective operation end
date. See Procedure number: 2-614002 -
Accreditation of Multi-Sites Organizations.
23 | Any other document required for the

assessment and requested by the head of
division.
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