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1.0 INTRODUCTION

Assessment for accreditation, re-accreditation,
extension, and surveillance are contingent upon
compliance of the applicant / accredited
organization, 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. Review of
documentation supporting the above-mentioned
capabilities prior to the assessments allows for
proper preparation and effective assessment.
Handling the assessment findings and continuous
surveillance of activities included in the scope of
accreditation must also be documented by the
applicant / accredited organization. ISRAC shall
assess the submitted documentation (and where

required - the actual operation).

2.0 OBJECTIVE

The aim of this procedure is to define, in
accordance with the relevant international
standards and the local circumstances in Israel, the
requirements for organizations requesting
accreditation / accredited organizations, and the
information to be submitted to ISRAC.

3.0 SCOPE

This procedure defines the general requirements

for accreditation, applicable to all assessment

N12an 1.0

NN ,YTNN NN, NIN NONON YPTINn
MINNY T2 DNIMN NDNDN DY NP NINDN
2PDNN MYITL TNIVN I9INL DY THOINN
INDIDM D¥ININD,D7IPDN YN MYIY Py
qP>N2 NN MY IN DY MPrT1 ¥8ID
PN MDD DYIMIND ,D¥I0DN NPYTA .Y1ann
7997 NIYANND MYIN OPTIN YN MY 1D
MAPYI DININNI NPVN .2 PTINY MIND
MPYAN INN P8I MPI9) MYIN PPTIN
NTNINN MY ,0N D) DX2A»NN ,NINDNIY

SV NN THDINN/NINDNN VPN NN
M>2OYAN DY — TN NN WNIND TIWNN
MVIN INN T YY L (Ov9a

n9vn 2.0

DNPNA VNNNIY NNINNNA,PTHIND N YN NIVN
PIPNN NMININNDY D1VINDIN DMPINDIIN
YRR NIN MPNNN MYITN NN ORI
2YNY YWV ,YTINN NN D) THDI 7/ NONON
vy

99’1 3.0

M2I»NNN ,NINOND NP MYIIT PTHII DNNN
.MYIN 7Y DYINDIND DXPTIAN DN 93 NN
: DINAN OINYNN DO MY IWPn1

DOPMYN INY 95 .QA-2 NNV NP PR ISRAC 2wNn 5y DORIMIN NN DN 7 TADK Y¥ DTN DIWINDN DXPMYN
2022 %11 1-1 DTN 1292 109N 12 OPY 9PINA O DIPI2N0 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 June 1, 2022




_ N9901Y NPYTI MY
Website: YES General Requirements for Accreditation
13 NO7) 7901 Procedure number 1-000019 : 9901 5N 42 71 6 9901 97
Version number 13 Procedure number: 1-000019 Page 6 of 42

bodies accredited by ISRAC. The procedure
relates to the following aspects:

3.1 Definition of an organization under

accreditation.
3.2 Definition of policy documents.

3.3 Emphases for conformity assessment body
applying for accreditation.

3.4 Rules for the accreditation of assessment
bodies for rare tests.

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 1S0O 15189: Medical laboratories —

Requirements for quality and competence

4.4 1SO/IEC 17020: General criteria for the
operation of various types of bodies performing
inspection.

4.5 1S0 17034: General requirements for the

competence of reference material producers.

4.6 ISO/IEC 17043: Conformity assessment --

General requirements for proficiency testing.

4.7 EA-4/17M: Description of scopes of

accreditation for medical laboratories

4.8 Procedure number 1-611002: ISRAC and its

Accreditation Process.
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4.9 Procedure number 2-623001: Planning and

Performing the Assessment.

4.10 Procedure number 2-660001: Certificates and

Scopes of Accreditation

4.11 Procedure number 1-455001: Reporting of
results and Use of ISRAC symbol.

4.12 Procedure number 1-681001: ISRAC Policy for
Participation in Comparison Testing Performed by
Accredited Laboratories.

4.13 Procedure number 1-000010: Employment of

external providers.

4.14 Procedure number 1-000023: definitions used
in ISRAC's documents.

5.0 DEFINITIONS

For relevant definitions see procedure number 1-
000023.

6.0 RESPONSIBILITY

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

accreditation of the organization.
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7.0 PROCEDURE

7.1 General

Where the relevant accreditation standard is not
specified, refer to all accreditation standards, i.e.
ISO/IEC 17025, ISO/IEC 17020, I1SO 15189,
ISO/IEC 17043, 1SO 17034.

ISO/IEC 17025 standard defines a possibility of a
management system option B, which is currently
not applicable to the CABs accredited by ISRAC.

7.2 Binding ISRAC Policy, Standards and
Applicable Documents

Policy documents of the Israel Laboratory
Accreditation Authority are included in the
accreditation requirements, thus bind accredited
organizations to all intents and purposes. Policy

documents mean:

7.2.1 A compilation of ISRAC instructions which
are published from time to time in the ISRAC
website, and which contents are included in this
document or in other ISRAC procedures.

7.2.2. ISRAC procedures published on ISRAC's
website, including this procedure.

7.2.3 Guidelines which are distributed directly to
accredited organizations. The organization, on its
own initiative, must be familiar with these

documents and meet their requirements.

7.2.4 The organization shall ensure compliance
with ISRAC procedures published in ISRAC

website and document this in the periodical
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documents review as per the requirement of the

relevant accreditation standard

7.2.5 Reference documents included in the scope
of accreditation are binding. A transition period for
updating reference documents is defined when the
updated document is published. Insofar as a period
of time has not been defined, implementation and
assimilation of the new edition will be carried out

no later than one year from the publication date.
7.3 Gifts

ISRAC employees and assessors are required to
sign an employment agreement with ISRAC,

forbidding them to accept any perquisite, gift or
any other gain from the inspected organization.

To ensure objectivity and to prevent any actual or
apparent bias, ISRAC request organizations not to
offer gifts or perquisites of any kind to its
employees and assessors. ISRAC strictly adheres
to the ethics rules and aims at continuing the equal

and transparent relations with all its customers.

7.4 Obligation to Report

The surveillance agreement, form number
T2-671001-01, Section 2, and discusses the
accredited organizations' obligation to report. To
better clarify this issue, ISRAC would like to

emphasize the following:

The organization is required notify the Authority in
writing and in advance (where possible) of any

significant change as specified above.
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The organization's notification shall include all the
available information relevant to the temporary
incapacity, including:

7.4.1 Name of test
7.4.2 Nature of the change

7.4.3 Estimation for the time period of when an
organization incapacity to give conformity
assessment service when relevant.

7.4.4 Organization's alternative for providing the
service during the incapacity period

7.4.5 Organization's commitment to inform its
customers by means of the contract survey and by
any other mean.

7.4.6 Organization's commitment to strictly adhere
to ISRAC guidelines specified in the Employment
of Subcontractors procedure (procedure number 1-
000010) and in the Policy for the Use of the
ISRAC Symbol procedure (procedure number 1-
455001).

If the period of the organization's incapacity to
provide services in the scope of accreditation
exceeds 3 months, accreditation and assessment
review committee shall be convened to review the

accreditation and the assessment.

7.5 Documents Management and Archiving

The CABs documents must be written in a manner

coherent to the users.

Accredited organizations must retain at least one
copy of each version of a valid procedure, and all

the accreditation documentation, including quality

documentation, for a period of no less than 4 years.

The foregoing does not derogate from the
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provisions of any law, including regulatory or

other guidance.

7.6 Employment of Personnel

To prevent any doubt and to ensure uniform
requirements, ISRAC policy and clarifications in
regard to the employment of personnel by

accredited organizations are detailed below.

7.6.1 Types of Employment

The accreditation standards refer to the relevant
sections dealing with personnel and the definition
of a requirement for supervision and assurance that
this employee is qualified to perform their work,
criticize the method for which they are accredited
and that they act in accordance with the

laboratory's management system.

Thus, the type of employment may vary - direct
employment, or employment by a contract which

details the terms of the agreement.

ISRAC does not assess the legal aspects of
personnel employment, i.e. employer-employee
relations; Nonetheless, material aspects of the
agreement are reviewed, to ensure that all
employees comply to the laboratory's quality
management system and to the accreditation
requirements and that the accreditation is lawfully

granted.
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7.6.2 Liability MOVOYN NPINR  7.6.2

The accreditation standard requires
that the laboratory or the organization of which it
is part shall be an entity that can be held legally

responsible.

In addition, the accreditation standards define the
commitment requirement and the responsibility of
the organization's management to establish a
guality management system capable of supporting
and providing consistent compliance with the

requirements of the accreditation standards.

Hence, the laboratory or the organization of which
it is part is a legal entity and is responsible for the
laboratory's activities to all intents and purposes,
including and in particular activities in the scope of
accreditation.

For the purpose of this procedure, the organization
holds responsibility for the actions of its
employees, regardless of the type of employment.
Any testing/calibration/inspection activity
(hereinafter: "Inspection™) or part of such activity,
in the scope of accreditation, is under the full
responsibility of the organization. The organization
may not release itself from its responsibility either

to the customer or to the Authority.

7.6.3 Employee Training

Employee training is one of the organization's

fundamental responsibilities. The requirement for
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training applies to all employees, regardless of the
type of employment.

The laboratory management shall document the
goals with respect to the education, qualification,
training, skills, and experience of the laboratory
personnel. The laboratory shall have a policy and
procedures for identifying training needs and
providing training of personnel. The training
program shall be relevant to the present and
anticipated tasks of the laboratory. The
effectiveness of the training actions taken shall be
evaluated. Results of supervision on personal shall

be used as a means of identifying training needs.

As mentioned above, the requirements in regard to
the training and skills of laboratory personnel
apply to all employees, regardless of the type of
employment, and shall be based on the nature of
the tasks performed by the employee and not on
the nature of employment.

All the organization's employees must comply with
the quality management system and with the
guality manager's instructions and must participate
in the required training sessions, including training
in the subject of organization's procedures and

guality system.

7.6.4 Adequate Supervision

The laboratory shall provide adequate supervision
of the personnel involved in conformity
assessment activities including trainees, by

personnel familiar with the conformity assessment
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methods and procedures, knowledgeable in
assessing the results of these tests. The
organization shall document the supervision period
in a way that will make tracking supervised

activities possible.

The organization is responsible for adequate
supervision of all its employees, including trainees

and other employees.

ISRAC requires the work of any employee who
may affect the quality or credibility of the result

reported.

7.6.5 Conflict of Interest

The requirement to prevent pressure and any kind
of conflict of interest and impartialities is a
substantial requirement of the accreditation
standard. This requirement is even more important
in the case of part time employees, employees who

are also employed by other organizations etc.

The laboratory is responsible for verifying that all
its employees including sub-contractors are free of
conflicts of interest between their work in the
laboratory and their other activities, or between
their work at the laboratory and any other
financial/commercial interest and they act

impartially.

In any case of suspected conflict of interest or
impartially, actual or apparent, the organization
will address it using risk assessment and will strive

to reduce said risks. If needed, the organization
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may request ISRAC to examine the issue and
provide guidance.

7.6.6 Financial Arrangements

As part of prevention of any conflict of interest, the
organization must review the payment method to
the various employees. Laboratories accredited in
accordance with the Standards Law, must act
according to the guidance and instructions of the
Commissioner of Standardization for approving
laboratories as per section 12 (a) in the Law of
Standardization, 1953.

According to Section 11a of the criteria, each
accredited laboratory must submit to the
Commissioner an accountant confirmation of

conformance to the director's instruction.

According to the instructions above and the
accreditation requirement, ISRAC and the
Commissioner prohibit bonuses, including any
kind of compensation, which is determined based
on the number of test and/or the results of tests

performed by the employee.

Accredited organizations shall be required by
ISRAC to submit details of employment at the
laboratory, including information about the
arrangements made by the organization to prevent

pressure on employees.

7.6.7 Subcontracting

The accreditation standard allows the employment

of subcontractors and provide the requirements for
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subcontractors' employment. In addition to
conformance to the accreditation std. requirements,
the organization must conform to the ISRAC
requirements detailed in Procedure number 1-

000010: Employment of external providers.

In summary, ISRAC is aware of laboratories' need
to operate as commercial and profitable bodies,

and to the resulting limitations.

ISRAC shall consider case by case and shall be
open to accepting different types and agreements
between the organization and its employees.
However, since the accreditation is granted by
ISRAC to the entire organization, it must assess
conformity of the organization, including its
employees, to the accreditation requirements.

All the organization's employees must be treated
equally both in regard to responsibility for the tests
performed and in regard to training, conformance

to the quality management system and availability.

7.7 Complaints

The accreditation std. requires accredited
laboratories to keep records of all complaints (and
appeals as applicable) and of the investigations and
corrective actions taken by the laboratory.

The laboratory's policy and a procedure
description of the handling process for

complaints shall be available to any
interested party on request

The documented shall include a process how
to receive, evaluate and make decisions on
complaints.
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The process for handling complaints shall
include at least the following:

e description of the process for receiving,
validating, investigating the complaint,
and deciding what actions are to be taken
in response to it;

e tracking and recording complaints,
including actions undertaken to resolve
them:;

e ensuring that any appropriate action is
taken;

o laboratories seeking accreditation to
ISO/IEC 17025 standard: it is required to
avoid involving the complaint's subject
in the process.

7.8 Internal Audits

The accreditation standards require accredited
organizations to conduct internal audits. The
internal audit program shall address all elements of
the quality management system, including testing
and/or calibration activities, and others.

The organization should plan a yearly initial
internal audit program and update said program
according to the results of the audits and the risks

inherent in the methods used.

Note: For the convenience of the conformity
assessment bodies, 1SO 19011: Guidelines for
Auditing Management Systems, may be used. The
Standard details the guidelines for the

performance of internal audits.

7.9 Management Review

The accreditation procedure requires accredited

organizations to perform management reviews.
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The organization's management shall periodically
conduct a review of the laboratory's quality
management system and testing activities to ensure
their continuing suitability and effectiveness, and

to introduce necessary changes or improvements.

7.10 Web Site

ISRAC's web site includes an updated list of
accredited organizations and research facilities and
their scope of accreditation. Laboratories / Testing
Facilities wishing to add a link to their web site to
the list may send their request to ISRAC at the
following email address: israc@israc.gov.il, or to
fax. No. 03-9702413. In addition, an organization
wishing to add their web site address to the scope
of accreditation may mention it in the scope of
accreditation draft sent for his approval after the
General Manager's decision on its matter.

7.11 Rules for the Accreditation of Laboratories
for Rare Tests

The Israel Laboratory Accreditation Authority
Law; 1997, defines accreditation as "recognizing
the professional competence and capability of
laboratories to perform tests in accordance with
standards, regulations, specifications and other
reference documents. Full performance of a
specific method (including sample receipt
procedures and sending the results) is a

prerequisite for the accreditation for that method.
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The frequency of performance may affect the
laboratory's competence and capability to perform
a test (and/or calibration and/or surveillance
activity). Naturally, tests that are performed daily
are different than a test that is performed once a
year. Accordingly, ISRAC has determined that
method verification is required for the rarely
performed test each time the test is performed.
Another possibility is the performance of
independent testing, initiated to save one skill for a
given period (the period could be an accreditation
cycle). The nature of the verification will be

determined by the use of the results.

These requirements shall be specified in the
organization's policy statement and in the specific
SOPs.

7.12 ISRAC Policy for Corrective Actions and
Handling of Nonconformities

7.12.1 Documentation and Classification of

Nonconformities

When performing assessments, ISRAC assessors
record nonconformities to the standard,
laboratory's documents, surveillance agreement,
ISRAC requirements and good practice in the

assessed field.

These nonconformities represent disagreements
identified in the assessment between the

requirement and the actual implementation.

The assessment team is required to record all the

disagreements identified during the assessment.
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Upon completion of the assessment (usually), the
assessment team issues a form for the organization,
listing the nonconformities (Form number
T2-623001-25: Summary of Handling of

Nonconformities and the Corrective Actions).

The form specifies the nonconformity reference
document, and in some cases (optional) the non-
conformance classification according to procedure
number 2-623001).

With the exception of those classified as
"comments", he organization is required to address
the nonconformities identified in the assessment,

regardless of their classification.

The Lead Assessor shall read the nonconformities
in the concluding meeting, to allow questions and
clarification requests.

7.12.2 Response to Nonconformities

The organization must submit clear documentation
and reference for the performance of thorough and
cross-organizational corrective actions, within 20
days from the completion of the assessment. The
documentation shall be submitted to ISRAC on
Form number T2-623001-25: Summary of
handling of nonconformities and the corrective

actions.

The corrective actions shall be examined based on
the documentation submitted by the organization

rather than conversations.
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If the assessor concludes that the response to one
or more of the nonconformities is insufficient, the
organization shall be allowed to submit again the
documentation of corrective actions and additional

actions completing the nonconformity handling.

The additional documentation shall be submitted
within 20 working days from the day ISRAC's
comments to the first submission were received. In
some cases, a different schedule may be
determined for ISRAC's response to the corrective

actions submitted by the organization.

If the corrective action is still insufficient after the
second submission, and additional submissions are
required, the organization shall bear the costs for
any additional handling, until the completion of the

nonconformities identified in the assessment.

Payment shall be determined based on the
resources required for completion of the operation,
according to the Authority's regular fee. The
organization shall be required to sign a payment
commitment for the additional handling on form
number TA-621001-08.

7.12.3 Closing of Assessment Observations

The Lead Assessor shall receive the handling of
nonconformities and the opinion of the expert
assessors. He/she shall review the actions taken
and shall determine whether the handling of
nonconformities is sufficient and whether the file
may be transferred to the Head of Division for

approval. If the Head of Division determines that
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the response is sufficient, he/she shall add his
opinion and submit the file to the Accreditation
and Assessment Review Committee.

The committee shall review the file and write its
recommendation in regard to the accreditation to
ISRAC's General Manager. The General Manager
shall accept the decision in regard to the

organization's accreditation status.
7.13 Control and QA of Test Results

Laboratories accreditation standards 1SO 15189,
ISO/IEC 17025 and ISO/IEC 17020 specify the
requirements for ensuring the reliability of
laboratory test results. The standards also specify

the requirements regarding the management,

competence and technical actions of the laboratory.

The most important aspect is assuring the quality
of test results delivered to the laboratory results
users, according to the user needs. The laboratory
management is responsible for examining the
laboratory activities on an ongoing basis and to

introduce required improvements.

The following constitute important tools in
examining the quality of laboratory work: internal
audits, management review and assuring the

quality of the result.

Accreditation std. for conformity assessment
activity of testing requires quality assurance of the

results of each test in the scope of accreditation:
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"The laboratory shall have quality control
procedures for monitoring the validity of tests and
calibrations undertaken. The resulting data shall
be recorded in such a way that trends are
detectable and, where practicable, statistical
techniques shall be applied to the reviewing of the
results. This monitoring shall be planned and
reviewed and may include, but not be limited to,

the following:

7.13.1 Regular use of traceable certified reference
materials and in addition internal quality control

using secondary reference materials;

7.13.2 Participation in inter laboratory comparison
or proficiency-testing programs as specify in
ISRAC policy and evaluation of comparison
testing performed by accredited laboratories (proc.
1-681001). In case these are unavailable or
inappropriate, the laboratory shall implement a
control mechanism considering at least one of the

following:

o Replicate tests or calibrations using the
same or different methods;

e Retesting or recalibration of retained
items;

e Correlation of results for different
characteristics of an item.

Note: The selected methods should be appropriate

for the type and volume of the work undertaken."

According to these sections, the laboratory must
determine a quality control policy for each test.

The laboratory shall have quality control
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procedures for each test/calibration method
undertaken, including criteria for meeting this

control.

The laboratory shall ensure that at least some of
the quality control means listed in the accreditation
std. re assimilated and implemented for each test
method (even where the specific relevant test
standard does not include such requirement). The
laboratory's policy shall include a requirement to
perform annual review and assessment of all
elements of the quality management system,
including quality control activities, quality
assurance activities, and personnel operating
within the scope of accreditation at least once

annually, under some type of surveillance.

7.14 Update of Standard Methods

An accredited organization is required to ensure
that it uses the latest valid edition of a standard
method. The maximum permissible period for
updating to the latest edition shall be determined
according to regulatory requirements. In case the
regulator did not provide instructions in this
matter, the laboratory shall update its procedure

within the update of the relevant document.

When the customer requires work according to the
previous edition regularly, the laboratory must
inform ISRAC in advance. In such case, the
standard edition shall be indicated in the laboratory
scope of accreditation. If the requirement is for a
single test performance according to a previous

edition of the applicable document - the edition
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shall be noted in the survey contract and in the
results report.

In the transfer period between standard editions,
the laboratory is required to inform the customer
regarding the edition according to which the test

shall be performed.

ISRAC approval in advance for the suggested
change is not required. The laboratory competence
in performing the test shall be examined in the next
scheduled assessment. The laboratory shall send
revised procedures to ISRAC up to two months
prior to the scheduled annual assessment. If
ISRAC sees appropriate, it shall conduct a specific
assessment to examine conformance to the latest
valid edition or reschedule a planned surveillance

audit to an earlier date.

7.15 Handling of Deviating Samples

Deviating samples are samples taken and/or
transported and/or stored by the client or the
sampler or the laboratory or by any other party not
according to the standard or procedure

requirements. For example:

7.15.1 The time period from the sampling to the

test exceeds the maximum permissible time.

7.15.2 The sample size (quantity) is less than

required.

7.15.3 The sample was not transported under the
required conditions: temperature, humidity,

packaging etc.
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7.15.4 The accreditation standard include the

following requirements:

7.15.4.1 Deviating samples and the cause of

deviation shall be recorded.

7.15.4.2 Report shall be sent to the customer and
further actions taken shall be according to

decisions made in coordination with the customer.

7.15.4.3 The results of each test shall be reported
accurately, clearly, unambiguously and
objectively, indicating the deviation, so that the
customer or client shall understand the limitations

of the reported result.

ISRAC requires laboratories to include a chapter in
the sampling procedure, or write a policy for
handling of deviating samples, which will conform
to the standard requirements and to experts'

opinion.

7.16 Reporting of the Test Certificate

Information Source:

Test certificates issued by the organization include
in some cases information received from other
sources. The bodies providing the information

may not be accredited.

In these cases, the organization shall indicate in the
test certificate that the information was not
obtained by the organization but received from
another party which is not accredited by ISRAC, or
that the organization relies on information received

from... or any other suitable phrasing which
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clarifies the source of information and prevents

misreporting to the customer or client.

7.17 Reporting of the Testing or Sampling
Location

The conformity assessment body shall record
relevant sampling data include diagrams or other
equivalent means to identify the sampling location
on site when appropriate, to enable the conformity

assessment activity to be repeated

The certificates issued by the laboratory and the
internal records shall indicate the location of
sampling and/or the location where the test was

carried out on the site.

7.18 Test, Inspection Reports and Calibration

Certificates

7.18.1 Conformance to Standard Requirements

The accreditation standard defines the minimum
required information for reporting results and the
content of reports and certificates issued by the
conformity assessment body as defined in
procedure number 1-455001: Reporting of Results
and Use of ISRAC Symbol.

For example:

A standard requires: "Unique identification of the
test report or calibration certificate (such as the
serial number), and on each page an identification
to ensure that the page is recognized as a part of

the test report or calibration certificate, and a clear
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identification of the end of the test report or
calibration certificate."”

Test reports issued by the laboratory as a hard copy

must meet all standard requirements in full, i.e.:

Unique identification of the test report or

calibration certificate (such as the serial number);

Identification on each page to ensure that the page
is recognized as part of the test report or
calibration certificate and clear identification of the
end of the test report or calibration certificate.

In addition, the end of each test report/calibration
certificate shall be clearly identified, in such way
to ensure clear and unambiguous identification of
the last line of the certificate/report written by the
laboratory.

When issuing test reports in an electronic format,
the laboratory must protect the document in such
way as to prevent unauthorized access or
amendment of these records, by locking the

document or by documented tracking of changes.

7.18.2 Reporting the Results of Laboratory-
Developed Methods

Laboratories may be accredited to perform
laboratory-developed methods rather than standard
methods. Test report issued for the test conducted
by laboratory developed methods must indicate the
procedure according to which the test was

conducted. The report shall indicate the method in
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such way to ensure that the customer understands
that the test was not conducted according to the
standard method.

The laboratory shall provide additional information
regarding the test method, as required by the
contract review or as per customer request under

professional and business information restriction.

When the customer requests a statement of
conformity to a specification or standard for the
test or calibration (e.g. pass/fail, in-tolerance/out-
of-tolerance), the specification or standard and the
decision rule shall be clearly defined. Unless
inherent in the requested specification or standard,
the decision rule selected shall be communicated
to, and agreed with, the customer.

7.18.3 Interpretation of the Results of Test in the
Scope of Accreditation

In some cases, the test certificate does not clearly
identify the item tested. When the test includes
multiple activities detailed in the test standard and
referring to each section in the certificate is not
possible, it may be unclear whether all sections
were carried out (in some cases some sections may

be irrelevant and therefore are not conducted).

For example, conformity assessment activity in
standards such as Israeli Standards 158, 579, 1205,
1220 Part 3, 1498, 1596.

In such cases, the laboratory must report the

following in the test certificate:
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Two optional conclusions may be presented:

Conclusion A - The system meets the requirements
of Israeli Standard XXX.

Conclusion B - The system was tested in
accordance with sections and was found
conforming / not conforming to the requirements
of Sections of Israeli Standard XXX. Approval of
system conformance to the requirements of Israeli

Standard XXX requires conformance to Sections.

It should be emphasized that test
reports/certificates must specify all the sections
according to which the system was tested.

7.19 Reporting of Quantitative Test Results
Definitions:

The Limit of Quantification (LOQ) of a test
method is the lowest amount of analytic in a
sample that can be quantitatively analyzed with a

reasonable level of reliability and reproducibility.

The Limit of Detection (LOD) of a test method is
the concentration of analytic which can be detected

with a reasonable level of reliability.

The accreditation standard required that reporting
results shall be in a non-misleading way to the

customer.

Based on the above definitions and on the standard
requirement to prevent misreporting to the
customer, the laboratory must use discretion when
reporting the quantitative results of an analytical

method.
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i.e. when reporting results that are lower than the
LOQ of the method, the laboratory may select one
of the following options:

7.19.1 Report "Result lower than the LOQ"
without specifying the value,

or

7.19.2 Report the quantitative result value, with a
clarification stating that the result’s uncertainty
can be 100% or higher. In any case, the laboratory
must clarify to the customer that in this range,
between the LOQ and the LOD, the result was not
determined with a reasonable level of reliability

and reproducibility.

When reporting results that are lower than the
LOD, the laboratory must clarify to the customer,
by indicating in the test certificate, that the result is
lower than the LOD of the method, i.e. the analytic
was not identified in the test since the test is not

capable of detecting such low quantities.

7.20 Provisions for granting a flexible scope of

accreditation

7.20.1 A laboratory applying for accreditation or
for extension which includes a flexible scope in
order to be able to establish new or modified
method must demonstrate its technical capability to
validate these methods in accordance with section
7.2 in ISO/IEC 17025. The application could
include extension for a new specific material, use
of a different technology for performing the test,

development of the basic validation, Participation

INSIN DY NN NTAVNN IWND ,YNIUn
7N N2> NN NVIVYN MDD 12N NNVPN

:0’097 99002

NSNS NMIVPTN DY NIDN 7.19.1
990 Y NINTH MYIDM 7MNdIN 21230 MVPN
IN OMINOD

,J9015 , 7P MND INRNIN HY NIT 7.19.2
TY DY N NYIIAP DY MINTNN ONY - NINAN OY
MIPOY 9Nanyd ¥ 17PN Y52 AN 100% 1o
DV NDMN 910 NINON DI PA DY NNV D

SV N720 NN NYIAPI KXY IRXIND ,NOOWVN
NPT PYT

TNVP Y MXRNN DY NNNTH NTIYNN TYNRD
DIV T DY MPYY PNIAND MDY NN D1IIN
NDNN 12N MVP IRNIND M, IRIND NTIVNI
,NPYTA2 DM XD VDINNY A0 NOVIWN HY
19 NP MYIY NYNDN NN NPYTANY 1D
20U MO

U N9NDN 9950 1INIY DININ 7.20

YN NN IN NONON NYPANN NTayn 7.20.1
N0 NIN DY ,WII) NINON 9P NOND
, MNP MLV ITYS IN MYTN MLV
NN 9PN NIDVN NNDID NN YNNI
1PN 7.2 PYDY DRNNA ION MVLIWN
21935 MYy 1 NWPa ISO/IEC 17025
LNID GO IDIND NANIN DWND
,IIP2TAN MINAD NNV NNV VINOY
MANNYN ,PD0IN NPINN HY M4
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in comparison between laboratories or PT (when

available and appropriate) etc.

7.20.2 The laboratory shall clearly indicate in the
list appended to the scope of accreditation (under
responsibility of the laboratory) the scope
parameters for which the flexibility is desired: test
matrix, test material, equipment or test method. The
list shall detail all the parameters within the flexible
scope of accreditation on the date of application, as
detailed below.

7.20.3 The laboratory shall undertake ongoing
registration and traceability of all parameters within
the flexible scope of accreditation. i.e:.

o For flexibility concerning the test matrix, a

list of all test matrices

e For flexibility concerning the test material,
a list of all test materials

o For flexibility concerning the test method,
a list of all test methods used by the
laboratory, including modified and

developed methods

e For flexibility concerning the instrument
used for the test, a list detailing the
instrument's manufacturer identity and

model used by the laboratory is required.

Notes:

1. The laboratory can use appendix number 1
of this procedure.

2. The laboratory must follow ISRAC
instructions according to the Surveillance
Agreement.

PNTAYND PT IN DPNTIYN P2 DNNYNI
JT2Y OO

P19 9NNV NNHOYIA PTHIN NTIVHN
NI DDIVUIN 1) YPNN NONONN
P21 2571 NPNA (NTAVHN NPINKA
TNNA - MY NYPIAN NONONN

INAY NV ,PTN N, PTIN

95 NN VAN N NDOYI .NVLIVYN MINI]
900NN 902 ©)YON DX NIN
VNN, NYPIAN TV 123 WD
N2 PYo2

NIOSTIVN NIV PINNY NYIT NTIVNN
q9P>N2 DYY5N Y9901 DI DY NP
10190 VI NONONN

95 5V NYOWI,PTN THNI MWD
NPT NTAYNN OMNX THNN N

D5 DY NIV ,PTIN 1IN MVINDID
NPTIA NTAYNN OMN DININD OIND

D5 YV NIV, NPTIN NVIVA MVINIY
NYNPNYN NTAYNN N2 NP>TAN MOV
DXVUTN DM IN, DNV 551D

,NPYTAN NYXIAN 12 PYINI MDD
12 PWINN 1IN DYT VN N W
DWNNWN N7y

I 57105 1 9900 NOOI 1775 117120
DNDINIZ TV PN NN 2PY0 2
.NP2971 DODS
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7.20.4 The list shall be updated at all times and ,NY 592 MOTIN PN B Y 7.20.4

shall be submitted to ISRAC upon request. The list NOVYIN .NYP 29 DY MVYID 1010

shall be available for the CABs’ customers in any 292 NTaYNN MNP NIY NPT PN

means that the CAB shall choose. AVTIVDN ININ 12 OYINDN

7.20.5 The list shall be referenced in the CAB's 2V NINDNN 9P>N NODI DIN NPWIN  7.20.5

scope of accreditation published on ISRAC website MYIN INNI DONINN DTN

MTIVA : 2-660001 9901 YNNY DNNN2
WY M29NN .N20RON PO PN
;Y127 NONA PAN

as per procedure number 2-660001: Certificates and
Scopes of Accreditation.

For flexible scope in <The Flexible For Flexible scope in ©271)/0700>
parameter/parameters> see details <Code/List name | ©’¥’0)1> details see <n>wIN OW/ NP>

Note: The laboratory is responsible to include inthe| >p99 nx w92 91955 TPNINN 77307 : 7 WA
list the flexible components' details and dates of DO 2TV DIVIDIT OOV INT
validation.

7.20.6 The laboratory management shall define the S3IPT I PTAN N TIVPN NOMIA 7.20.6

responsibilities and shall nominate designated MY ONINN B3 AIHIY TPAANA

competent technical staff, having the technical YT 5919 IPII MY Sy PN
abilities including qualification, education, PTN NN YT WO, N99WR 1IN
experience and knowledge requirements, for 59105 MPINRNND NTIVHN NYIIN
handling the requested flexible scope of .9NDNN 9PN NYPIINN MYINIA

accreditation.

For example: CNOYTY
e General knowledge in the domain which TOIND MNPY 12 DINN YOI YT e
the clients of the organization are working D9
" ,INNIND IVARD VIDIUN DY YT e
¢ Knowledge about how the clients intend to OXTTINNN MMPONY NID/MDOM
use the results and about the options/risks INNIND VINOWY DPNNND DY) DNY

the clients are dealing with

e Knowledge and technical understanding PO NODIIN TPNSPN MIAM YT e
based on experience and ability suitable for MLYVN NINAY DIIINNN NN
developing the procedures applied and AMPHN DTN NN NN, MNYPHN
analysis ability on the extent of their 1AM NPIRNDN MNRTNN ON 591D
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reliability, including the associated
uncertainties and understanding about the
individual components contributing to the
uncertainty of these procedures

e Formal education and the years of

experience in the respective field

e Training courses in the past years and the

effectiveness of these training courses

e Cooperation with scientific organizations,
standardization organizations, national and
international organizations, contributing to

the development of the techniques

e Participation in research projects,
standardization committees and scientific

committees held by regulatory authorities

e In-house learning and improvement
processes due to audits and cooperation

with clients.

7.20.7 The laboratory management shall ensure that
all the activities related to the requested flexible
scope of accreditation are properly recorded. For

example:

Documentation of the development and approval of
test methods, e.g. Risk analysis, method
development report, method validation protocol,
method validation report, root cause analysis of
validation failure etc ; .Assigning a person
responsible for the development of the new method

validation.

7.20.8 Application for a flexible scope of

accreditation in order to be able to establish new or

N DN IWN NPPTI2 DXIINN
AV TIXTN

DINNA PO MIVY TNINPN NOOUN
M0NDIN

DV NPDOLPANM 1I2Y DIV NOVTN
W NOITN

MNIN,DMOYTH OMNIN DY NDWI PNMY
,DPNINDI) OPNIND DMNIN,NPPN
DINNA NIVIY MNAD DMNNN

MONNYN ,IPNN YOP1191 MANNYN
MYTYNI MANNWN ,NPPN MTYNI
NIVIN DYOND NPYTH

NDOY DY PONM MNIN 0N TIND
DY PIMY IN ,DOPTAN HY DDIANN
mMmpo

NN DI Y5 NYVIAN NTAVHN NONIN
9702 NYPINN MY MNVPN
(NDIVTY OINID VTN NONONN

NN MM NN DYDINN DIINDN
MT,0M19°0 IPD : NI ,NP>TIN MLV
,OW NIPIN NPV ,NVIY MM
DYIPIVNIY .INYTI NVIY NPIN MT
7792 YWY N0 NPPN YYD PN
DN DN DY MPN ;DU N>R
NVXUN NN NPINT NINZAT ININND
VTNN

MY 1N HY WX NINDN 9PN NYPa
MNP MOV PITYY IN MYTH MY

7.20.7

7.20.8
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modified methods must include demonstration of
the laboratory's technical capability to validate
these methods in accordance with section 7.2 in
ISO/IEC 17025.

7.20.9 Management shall commit to support the
flexible scope of accreditation, if granted.

7.20.10 Traceable, comprehensive and clear
documentation of activities covered by the flexible

scope.

7.20.11 The laboratory management shall ensure
that procedures are in place, detailing the
procedures and responsibilities for the
development, change, conformity, validation and
implementation of methods. The procedures will
state the minimum quality requirements before
starting the process of validation and
implementation, or even before starting the whole
development process. These data must be retained
and available for the entire method life at least, and
not less than the time period required by ISRAC for
record keeping.

7.20.12 New and modified methods must be
validated and the laboratory’s capability to perform
the method must be verified before it can be

included in the scope of accreditation.

7.20.13 The laboratory management shall ensure
that methods included in the flexible scope of
accreditation are reviewed periodically by proficient
staff, to ensure conformance to requirements
regarding clients, legislation and standardization,

authorities, standards, market and others.

SV NOLN NNYID NWNNN DI1DON
DNNNAIVON MOV X PN DTN
.ISO/IEC 17025 ypna 7.2 yod

900N 9PN TN 2»NNN NOMINN
.N1900NN YAPNN DN vIN)

7.20.9

MOMNNY NYPN Y92 TN MM 7.20.10

, >N NN W) NONON NI
MPYY MOPN

D97 12N YD MVIAN NTAVNN NHMN 7.20.11

NPINRM DYHNNN NN DOVIIN
MPONY ,NNRNND IPYD MM
WP NON DIDNI .NVIY HY DWW
95 NPHPNN MDNRD MYIT DN
N, DI NDNN MDY NN NOINN
oV MNAN PONN Y3 NOPNN 19T 1IN
DYNT PN’ NYN DN .NP>TA DOV
YN DI TNNRD MNAD NTAYNN Y2
2NN PITN P99 NN XD NVIVN
MY NPRY XYND MYIN NMIRNNI

NNV INAYY MLV MYTN MVIY 7.20.12

NYRI PPN NAYD M2AMON NNRNM
95 DNIN YN¥AD NTAYNRN NDID NNIND
.19N0NN 9PN \NOOON

MVOYN YD NYVIAN NTIAYNN NYNIN 7.20.13

YNNPN 19IND 1I2Y YWY NINDN G2
112 MVIAND PP INX Y NPPD
NPYPNN,MPON : DY MYITI MITNW
PIVN ,DNIPNN NIV NP
NN
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7.20.14 When carrying out internal audits, the
management system concerning flexible scopes will
be examined including demonstration of the
knowledge requirements and abilities of the
personnel responsible for development as defined by,

the organization’s management.

7.20.15 The use of methods that fall under the
flexible scope would be approved by lab’s
management only after completing all the necessary
procedures and fulfilling the conditions described in

this document.

7.20.16 The laboratory's risk management must
include all the aspects which affect the flexible
scope, for example when adding equipment:
e Is there a difference between the models (in the
detection limit for example)?
¢ Does the equipment require calibration or the
use of reference materials to ensure proper
function metrological traceability?
¢ Can the features of the equipment affect the
integrity of the result (software version update,
component replacement, other)?
¢ Should the equipment be compared to existing
equipment items in the laboratory?
¢ Which actions are required (periodic treatments,

re-validation of the instrument, other)?

8.0 DOCUMENTATION

Not applicable.

T DMNND DOPTIN MINI Nya 7.20.14
NOIYNIY DINNN NN DIVPION
N2NONN GPPNY DY) IUNX TINNPNHN
DM DV NTNY 551D WD
VTN MYITI MNdAY DORINND
ANIRN NN MY IVTNNY DO

NADI MOV ¥ NYVIN NTAYNHN NOMN 7.20.15
MPNT NIMNN WD NINONN GO0
NNOVN INNRD P TN YYD
ININ TN DININA NTHRYY DDONNN
.3 THONa

21955 PN NTAVNN DY DMNDON D) 7.20.16
92PN DY DXWAVNN DXVDNN YD NN
TN NODION DV NIPNA,NONTD WD
SN

DTN P2 DN DTIN DOP ONN e
1(5WNY NHMNN NDDM) DNYN

YPINT WIDIYW IN DPD WNT TPNN ONN - @
MDPY MPPN RTND NI DY OIN»
NINIVN

DY WAUND NIVY TN NINON DN
,MIIN NOI NITY) NRIIND NMPNN
(NN, D299 NabNN
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9.0 APPENDICES

Appendix number 1: List of Flexible Scope of

Accreditation

onavy 9.0
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(1253 n9ay) W) N9NDN 9790 HNIYAY 11 9901 NID)
Appendix number 1: List of Flexible Scope of Accreditation (Hebrew only)

NYPIN XN DMK DMIINN X DIND DY NNOWI PINNY NWIT (scope type C) ¥ NINON 9PN NYPANN NTIYN ,NT DN MYIN NPMND DOXNNA
DOV PTHINY

NYAT NN .NTIYHN NPINNIL NN YWD NDNONN GO0 NN DI .NMIYIN NPINNI NN MIVIN INRD MINY NONDNN PN NODI NROYN
900N 9970 NNDNI NIPOD PRI YNRN .NMIYIN DY LITVIRN INNI DDNNN NDNDNN PPN MIYNN VA NIONNI NYIIT 9 DY NPT NPIY
.NPINN NN DOXWININ 023377 VI D10 NOWP NINON PPN NNDNA YTNY DNIN NN TN ,¥I0)

900NN 92> N2ANINDY NYPAL MWD NNAY 1PDY , 000X YITNIN KD TWN DY23I97 TAXD YN NINDNN 9PN NX 1ITYD NYPaNn NTIVHM NTNna
2O¥OU MYIN NPNIN TRDN 19 DY

NOIH NI D TYND NTIVHNY IWIN NN WINWN .NYITIN NNOWIN NN PINND N3N DY NINDNN P> NODI MMIANA WHNNWND NXONN MYIN
YTNRNINN NN 21930 NYIT WRNYND NTIYNN NINIA N MMIAND TN ,NAIN NPX T NN WINIWN .NINDIN 179D MUY DNNNA

122N VINIWO MINONT ONY
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:ISO/IEC 17025 ypn mw> 3799 Nayo monom NpdTa mTavn (N
: 19H0NN 92’0 NADIA NNWD

Item | Scope| Site | Materials / Products Tested Types of Test / Properties Measured Standard / Opinion and Remarks
Type Method Interpretation

Group of products: Environment - Soil, Aggregates and Water 029) DP0INN VP I = 133071 NN 1029581 HNavn
Chemical Testing, Chromatography, GC/MS GC/MS , 2999909193 519923 119773

1 (C P Soil vy | SVOC (Semi Volatile MO NPRMX Mo7n | EPA 8270 - For Flexible scope in SVOC details see

Organic Compounds) N3Ny list no. FS-01
: FS-01 91 SVOC - ¥n3n N399NN 9PN DNOY)
Item | Site| Materials  Products Tested Types of Test 7 Properties Measured Standard / Equipment Date of validation
Method

1 (P Soil v p | Naphthalene Yoo [ EPA 8270 - 01/02/2022

2 [P Soil vy | Acenaphthelene Yoo [ EPA 8270 15/03/2022

3 (P Soil vy | Acenaphthene yaox | EPA 8270 --- 01/04/2022

4 |P Soil vy | Fluorene 199 [ EPA 8270 - 20/04/2022

5 [P Soil yp P | Phenanthrene vno | EPA 8270 28/04/2022

6 |P Soil vy | Phenol Y19 | EPA 8270 - 28/04/2022

NYAN T2MYN XYY DD INMN WMIN N9NDNN 9PN 1IN 19 HY DTN DX IMNN NNWIN NY IN POINY TPRYI NTAYNN ,NT NIPN3a
YA S WURID PITY XYY ,0INMT NVIW IN TP ND ,NNHI0ND N0 : 1D ,DXINN DIVNIO NIYD FPNYI NN NTIVNN
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LDONNNT VA YVINDIN TSN NN VDY I YINOWA TIPS ION NTAYIN DY YN DI DTN
.SOP -n'01n 115 090N DXV NIYIT POINT 1NN
:ISO 15189 YN MYAIT NNN NTIAYD MINDIN NPRIDT MTIVN (2
: 19NDNN 9PN NADIA NNVD

Group of products: Health, Medicine - Blood Bank

07233 - 7INIDY ,IIN?92 : D981 HNAVN

Blood Component Preparation, CBC

07 NIV 07232290 113577

1 |C P Complete blood count o1 nav | Whole blood ~9n 07 [ Coulter principle Hematology Auto For Flexible scope in blood
components Analyzer components and equipment details
see list no. HLT-4558
: HLT-4558 - ¥0)1N N200NN 9P°0 1Y)
Item | Site | Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Work station | Date of validation
Characteristics
1 |P |Platelets nPoY Whole blood ~9n 07 | Coulter principle BC-2800 Auto Hematology Analyzer 01/02/2022
2 |P | White Blood D925 D7 XN Whole blood Non o7 | Coulter principle BC-2800 Auto Hematology Analyzer 15/03/2022
Cells
3 |P [Haemoglobin POINN Whole blood ~9n 07| Coulter principle BC-2800 Auto Hematology Analyzer 01/04/2022
4 |P |Platelets oL Whole blood x9n o7 | Coulter principle BK-6310 5-Part Auto Hematology 15/02/2022
Analyzer
5 |P | White Blood 0”25 0T NN Whole blood ~9n 07| Coulter principle BK-6310 5-Part Auto Hematology 20/03/2022
Cells Analyzer
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NYDY ,NDD ININ YWININ NDNDNN P20 1IN 19 DY DX PYWINI DTN NPITAL DOPTIIN OININN NNDIWIN MIND IN POIND IRV TN D70 NIpNna
N MVYD NNIMD DY MYIN NITY XOD MPYTAN MINID NWNNWYN XN N2 DNTH ND DX NNYD IRV OPX DTN .NIYIN MWD
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NNOYIY NONONN 9P NSO P2 Wpn X N NNNN EA-4/17, Description of scopes of accreditation for medical laboratories 7001 TiNM NN NNNT OND
:DNPIAYIN MINNDNT 9900 INRNND TNONN W0 NINONN 9PN

MateriaIISystem!M atrix | Technique / Equipment/Method/Procedure Mate_rial.'Systern.iI Examination | Technique | Equipment/Method/ | Supplier/ Pate of entry | Remarks
Examination Reference Matrix Procedure Manufacturer | in the list
reference
i i X-Rays - .
Body Radiography with or Commercial methods / procedures , Without Device instruction |\ . o
without contrast media Abdomen Radiography (Ref. XX including 15.03.2010
contrast version code) manufacturer
. . media
Blood vessels Angiography with or Commercial methods / procedures ! - :
without contrast media X-Rays with | Device instruction | £
Abdomen Radiography | contrast (Ref. XX including | 2TS°, | 15.03.2010
media version code)
Breast Mammography Commercial methods / procedures
anhgﬁ Device instruction |\ .
Bones Radiography (Ref. XX including 15.03.2010
contrast version code) manufacturer
media
X-Rays with | Device instruction Name of
Arterial system Angiography | contrast (Ref. YY including manufacturer 15.03.2010
media version code)
X-Rays with | Device instruction Name of
Venous system | Angiography | contrast (Ref. YY including manufacturer 15.03.2010
media version code)
Mammagrap Device instruction Name of
Breast h X-Rays (Ref. ZZ including manufacturer 24.05.2014
¥ version code)
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