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1.0 INTRODUCTION

Accreditation, re-accreditation, accreditation extension,
and surveillance are contingent upon compliance of the
applicant / accredited organization (also referred to as
CAB/ Conformity Assessment Body) with the
accreditation requirements, and upon submission of
information and documents supporting the
organization's capability to perform inspection,
calibration, or testing activities in the requested scope
and the existence of a functioning management
(quality) system that satisfies the demands of the

relevant standard.

Review of documentation supporting the
abovementioned capabilities prior to the assessments
allows for proper preparation and effective assessment.
Handling the assessment findings, and continuous
verification of the credibility of the processes described
in the scope of accreditation must also be documented
by the applicant / accredited organization and
evaluation of the documentation (and where required —
of the actual activity) by ISRAC.

2.0 OBJECTIVE

The aim of this procedure is to define, in accordance
with the relevant international standards, the
requirements for organizations requesting accreditation
/ accredited organizations, and the information to be
submitted to ISRAC to allow its staff to adequately

conduct the accreditation related activities.
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3.0 SCOPE

3.1

applying for accreditation / re-accreditation /

ISRAC's requirements for organizations

extension / surveillance.

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

for quality and competence.

4.4 1SO/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.

ISO 15189: Medical laboratories —Requirements
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4.10 Procedure number 2-432009: Handling of
Deviations.

4.11 Procedure number 1-661004: Validation Policy
for Test Methods.

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 1-000016: Criteria for

Establishment of a Scope of Accreditation.

5.0 DEFINITIONS

For relevant definitions see procedure number 1-
000023.

6.0 RESPONSIBILITY

6.1 Organizations 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  The prerequisites for accreditation
The process begins in an application by filling a kit

available on ISRAC website according to the requested
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accreditation standard and payment of the document
review fee:

https://www.israc.gov.il/?CategorylD=222

To receive accreditation for a specific test method, the
laboratory must meet the requirements specified in table
1 in this procedure:

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) according to the type of
assessment and the proper standard, and shall send them
together with a signed form number T1-000014-03
(published on ISRAC's web-site) along with any other
document requested by the head of the division. 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.

7.3 Most of the documents listed in table 1 are
needed for the process in most
accreditation standards, the requirement's
relevance to the CAB is mentioned in the

first column.

Note 1: A CAB requesting an extension during a re-
accreditation assessment is required to fill the check list
for sending the documents (form number T1-00014-03)
and send it to ISRAC together with the other documents

towards the re-accreditation assessment.

Note 2: If ISRAC has the need to translate some of the
CAB's documents, those documents should be sent in

word-format. The initial translation will be completed

https://www.israc.gov.il/?Category|D=222
NV Y NINDN HAPY DN NTAVNIY NN DY
DOXVNANN OININA TINYD MY, NPNON NPT
;Y OPMAVY 1 NYava

NN MY PTAN NAYY O TYPHRN OIMIN - 7.2
DYONNN DIINDNI NN MY 1AV ,MYIN
DMNINDYN 7201 MIN 29 DY Y 1 NHava
0:MVN) OINN T1-000014-03 ©V DY TN

NN THON D5 DY TN (MYIN 1NN DONMN
WY INND SVMDIN PINRD YR YN INN
900NN P71 1910 DIMINNN DYDN0NN Do
MMIND,NNYN R DN DDNDNI DT NWUNIN
DY20DN2 MNPV PN YD NINSN MYIY MOV N1
AMIND YDNDN YYD IN DIPNID

DOVITY 19NY NP2V DIMNNN OONONPN 7.3
YITN NPVLINDI ,NINDNN NP NN
MYRIN DTINYI NMNND PIIND

PTIN NNVOPVI 73N VP07 )IIN 21 A99A
MSYNS )11 12U NIV VT WTNY 7190077
(T1-000014-03 79010 DIWV) 1IN 22000
DINIPE D220V INY BY T MWI2 Msus)
WTNWY 7120077 7 TI0

SIPOP DIINS VITN MYITN 1703 2 19V
LN OI D22PONT MZYS )IINT VP22, ) IN
LNING 1102, 0°0) 7107 D2220077 .wWord

DYN DPMYN INY 95 .QA-1 NRWN MNP PRI ISRAC 2wnn Sy DORYMN 19N 0N 71 TEADN YW DX PN DIWINGD DPMYN
2022 Y10 1-2 097N 7292 09N 12 DY 9PN DM DI

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 March 1, 2022




MNP /N9NDN NANIN /YINN NONRDN /NINDNY NPNTPN MYIIT
Website: Yes Prerequisites for Accreditation / Re-Accreditation / Extension /
Surveillance
25 : 1M 199N 1-000014 : 9901 51 30 T 9 1900 97
Version number: 25 Procedure number: 1-000014 Page 9 of 30

by ISRAC. However, it is the responsibility of the CAB
to update the documents in both languages. Completion
of form number T1-000014-03 is a requirement for

accreditation and extension assessments.

Note 3: Organization Presentation Document no. 1-
611003 is required in the first submission request for
accreditation before the initial assessment. As long as
the organization is accredited, the CAB will be
required to present an updated organization
presentation document only if there is a substantial
change in the organization and ownership, such as
changing the CAB's name or selling the CAB and
changing the organization legal entity 1.D number.
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7.4 Guidance regarding some of the

prerequisites:

74.1

accreditation:

Performance of tests as a prerequisite for

74.1.1
10 tests, if possible, using the method for which the

ISRAC requires the performance of at least

accreditation is requested, as a condition for laboratory
accreditation for the performance of the tests /

calibrations.

e The tests shall be performed according to the
laboratory's procedure to which the
accreditation is requested and were performed
during the last six months.

e The test results should reflect the abilities of the

laboratory. For that reason, laboratories that report

only parameter values must demonstrate its ability
to identify the measured value. Therefore, in
analytical laboratories, and other relevant areas
where a negative response or lack of finding or
reported value is below the detection limit does not
necessarily represent proof of a reliable result, at
least five test results in which the parameters are
identified and quantified shall not be negative.

¢ When the laboratory is using a decision rule, or

when the result is qualitative, the tests sent to

ISRAC must include results that conform to at

least two of the decision rule categories. In any

case, the results must be reported while taking into
account any uncertainty values established by the

laboratory.
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e The laboratory is required to demonstrate that
the complete test procedure was performed for
each of the tests, from the sampling stage to the
issuing of a test certificate (inclusive) (see
Procedure number 1-000006).

7.4.1.2

requirement is not applicable:

In special cases, where the above

e The laboratory shall inform ISRAC and specify
the reason. ISRAC shall review each case in
accordance with Procedure number

2-432009.

o Alternatively, in special cases the laboratory
may re-validate each test method that is not
frequently used, before performing the test (see
Procedure number 1-661004).

7.4.1.3 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.
¢ The control and inspection 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).

74.2 Validation of test methods

7.4.2.1 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
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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).

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

according to a standard), e.g.:

. In-house methods of the requesting laboratory.
. Methods based on articles.

. Methods that combine more than one standard.

° Methods that are performed in accordance
with a standard but was adapted/changed in the
laboratory beyond the parameters defined in the
original document (such as, different measurement

range or different matrix).

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.
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7.4.2.3 For validated methods, e.g., standard
methods, kit methods, or other validated methods,
verification is required to demonstrate that the
obtained characteristics are within an accepted range

according to the relevant document. .

7.4.3  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
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.

7.4.3.1 In accordance 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
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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
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.

7.4.3.2 Ongoing participation in comparison
testing is mandatory. ISRAC's policy for PT is
detailed in Procedure number 1-681001, published
on the ISRAC website.
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7.4.3.3 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.

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, if
needed. The report shall be signed by a senior

laboratory staff member.

7.4.3.4 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
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. The tests meant for accreditation 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.

° 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, a report shall be submitted to ISRAC within fou
months of receiving the results. The report shall include
the deviating results, citation of the relevant procedure
requirement from which the results deviate and planning

and follow up of corrective / preventive actions).
7.5 Accreditation applications

751

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
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Procedure number 2-621001) an assessment shall be
scheduled in coordination with the laboratory.
Remark: ISRAC may decide not to proceed with
further assessment based on the review of the
documented information. In such cases, the results
with their justification shall be reported in writing to
the CAB.
752
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
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.

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

activities must be demonstrated.

7.7 Extension assessments can be combined with
pre-scheduled assessments. Please contact the head of

division to discuss the meaning of such combinations.

7.8 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.

7.9 Timetable for scheduling an assessment
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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.

7.10 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.

7.11 A CAB shall be in the status "organization in
unitization" for a period of up to two years. As long as
there was no progress in the accreditation process in
the time period of 24 months, the CAB shall be
required to repeat the phase of submitting the

documents and payment of 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 (checklist).

The checklist shall be signed by the organization
and/or the Head of Department. Hardcopies shall be

scanned and saved in the organization’s folder.
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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 Form number T1-00014-02 Notification to
Laboratory of Application Status.

9.4 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,
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