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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 defing, 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
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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 1SO 15189: Medical laboratories —
Requirements for quality and competence

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

4.5 1SO 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-2/15M: EA Requirements for the

Accreditation of Flexible Scopes

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

accreditation for medical laboratories
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4.9 Procedure number 1-611002: ISRAC and its

Accreditation Process.

4.10 Procedure number 2-623001: Planning and

Performing the Assessment.

4.11 Procedure number 2-660001: Certificates and

Scopes of Accreditation

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

4.13 Procedure number 1-681001: ISRAC Policy for
Participation in Comparison Testing Performed by

Accredited Laboratories.

4.14 Procedure number 1-000010: Employment of

external providers.

4.15 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 oY 7.0
7.1 General
oy 71

Where the relevant accreditation standard is not
specified, refer to all accreditation standards, i.e.
ISO/IEC 17025, ISO/IEC 17020, ISO 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).

An organization which is temporarily incapable to
meet its obligations may transfer the testing for
which it is accredited, to an external supplier for a
period of up to 6 months. If the external supplier is
not accredited, the test results are not accredited.
Beyond this period of time, the organization's
incapacity to provide services in the scope of
accreditation exceeds additional 3 months,
accreditation and assessment review committee
shall be convened to review the accreditation and

the assessment.
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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
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
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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.

7.6.2 Liability

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
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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
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
quality manager's instructions and must participate
in the required training sessions, including training
in the subject of organization's procedures and

quality system.
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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
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
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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
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
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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
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
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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.

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
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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.
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
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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.

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.
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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.
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
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handling of nonconformities and the corrective

actions.

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

rather than conversations.

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.
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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
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 1ISO 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.
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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:

"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:

e Replicate tests or calibrations using the
same or different methods;
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o 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
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, under some type
of surveillance at a frequency set by the CAB

based on risk assessment.

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
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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
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
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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.

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.
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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
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
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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
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
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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
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
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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:

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.
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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.

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.

NN IV 1IN NIN NPT NOVOW DV 991 912)
) 11720 PNV NN DML NPND DN
JDMIND MINYDIN NN MDD NI NVIWN

YNNN JDINI NMINKIN NNT OXNIN NINDNN MNIPN
. MPY YLD

APNN NYAT A OV D70 MNTINN DY DOIANN1
2o¥aNY DTN DY ,MPO NMYOLN YNNI DY D
NV DY NPNIND NMINIIN NPT NYA NYT NPV

JPVIDIN

,MINSIN DY NNIYTH NTAYNN IWRD YWD
7IN2Y NI NN NVIYN MDD 21230 NIVPN
jupphfalilvjak]

NSNS NMVPTN DY MDD 7.19.1
99010 HY NNTH MYIDI 7NN D120 MVPN
IN OMINOD

,79009 , 7PN RSN DY MPT 7.19.2
TY N9YTHI N NYAP DY MINTIN IRY - NINIAN DY
MP55 1NN v NIPN 5521 .9 100% 75
Y "9%N D120 MYON D) Pa DY NNV D

SV N720 NN NYIAPI XY IRNIND ,NVIVN
YT PT

TNVP JNY MXRNN DY NNNTH NTIYNN TIYNRD
DT HY MPYD NN POY NHNN DN
N2 D1DN MOVLP NRNIND YD ,NIRNND NTIVNA
P72 NN KD VIDINNY 10D NVIWN YV
19 MMND M0 NONDN NPN NPITAINY 1D
oW MdM)

DOPMYN INY 93 .QA-2 NNIVN NPNRN PN ISRAC 2WNN Yy DIREDIN NON DN 71T TADN ¥ DITNIN DIWIRDN DOPIIYN
2023720872 3-2 DTN . T192 109N 12 DY 9PIN DM DMPIN DPN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on December 3, 2023




Website: YES

N9RDNY NOYYS MYIIT

General Requirements for Accreditation

15 no) 790N

Procedure number 1-000019 : 9901 511

43 Tyn 32 7900 97

Version number 15

Procedure number: 1-000019

Page 32 of 43

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
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

o For flexibility concerning the test material,

a list of all test materials

e For flexibility concerning the test method,

a list of all test methods used by the
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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.

7.20.4 The list shall be updated at all times and
shall be submitted to ISRAC upon request. The list

shall be available for the CABs’ customers in any

means that the CAB shall choose.

7.20.5 The list shall be referenced in the CAB's
scope of accreditation published on ISRAC website
as per procedure number 2-660001: Certificates and

Scopes of Accreditation.

For flexible scope in <The Flexible
parameter/parameters> see details <Code/List name
Note: The laboratory is responsible to include in the
list the flexible components' details and dates of
validation.

7.20.6 The laboratory management shall define the
responsibilities and shall nominate designated
competent technical staff, having the technical
abilities including qualification, education,
experience and knowledge requirements, for
handling the requested flexible scope of

accreditation.
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7.20.5

V9 NN 7DV 91959 TPNINN 71TV : 7777
NPT PTVIO) DIV DIV

MINN NX PTHIN NTAVNN NOMIN
TNZYOIRINN DN NN NPINKD
MYT 5910 NNV MND HYI OINNPN
PTIN YMN YT PO ,NYOUN ,NIVON
290D NINNND NTAYNN NONIN
.19N0NN 92702 NYPIANND MYINia

7.20.6

DOPMYN INY 93 .QA-2 NNIVN NPNRN PN ISRAC 2WNN Yy DIREDIN NON DN 71T TADN ¥ DITNIN DIWIRDN DOPIIYN
2023720872 3-2 DTN . T192 109N 12 DY 9PIN DM DMPIN DPN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other

copies are uncontrolled and are only valid on the date printed. Printed on December 3, 2023




Website: YES

N9RDNY NOYYS MYIIT

General Requirements for Accreditation

15 no) 790N

Procedure number 1-000019 : 9901 511

43 Ty 34 7900 97

Version number

15

Procedure number: 1-000019

Page 34 of 43

For example:

s NOTH

General knowledge in the domain which
the clients of the organization are working
in

Knowledge about how the clients intend to

use the results and about the options/risks

the clients are dealing with

Knowledge and technical understanding
based on experience and ability suitable for
developing the procedures applied and
analysis ability on the extent of their
reliability, including the associated
uncertainties and understanding about the
individual components contributing to the
uncertainty of these procedures

Formal education and the years of

experience in the respective field

Training courses in the past years and the

effectiveness of these training courses

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

the development of the techniques

Participation in research projects,
standardization committees and scientific

committees held by regulatory authorities

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

with clients.
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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
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
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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.

7.20.14 The CABs contract review procedure shall
detail how it processes a request which is within
the boundaries of its flexible scope, but where the
activity has not been undertaken before (i.e. not on
the List). In such cases the CAB needs to ensure
the following:

e It informs the customer that it will not be able to
issue a report/certificate under accreditation
until the activities have been established and
authorised within its system under its flexible
SCOpe process.

o |t informs the customer of the appropriate
implications (e.g. turnaround time, price, etc).

o It has access to all necessary resources and other
means required for the completion of the
specific requested activity.

e |t has suitably qualified personnel for the
completion of the specific activity and its
validation or verification.

e The necessary validation or verification has

been carried out.
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¢ Updating of the List is made only after
appropriate technical activities have been
properly performed as per the design and
implementation process and duly authorized by
the CAB.

o All locations of the CAB involved in the
additional or modified conformity assessment
activity have been previously declared to
ISRAC. Moreover, an additional or modified
conformity assessment activity shall not be
included in the List if it involves new locations
of the CAB until ISRAC has added the locations
to the scope of accreditation.

7.20.15 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.

7.20.16 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.

7.20.17 The laboratory's risk management must
include all the aspects which affect the flexible
scope, for example when adding equipment:
o |s 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?
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o 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.

9.0 APPENDICES

Appendix number 1: List of Flexible Scope of

Accreditation
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(7aYa Nr9ay) YIN) NONDN 9PN NNIYA :1 9901 NID)
Appendix number 1: List of Flexible Scope of Accreditation (Hebrew only)

NYPIN NN ONMN DIINN I DINTD DY NIWI PINNY NWAT (scope type C) ¥r1) N219DN 90 NYPnn NTavN ,NT KN MYIN N1PMINY OXRNN2
DOV PTINY
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900N 997N NNDNA MIPOY PHRTN YHRN .NMIYIN DY DITVIRN INNI DDNNIN NDNDNN PPN MIYNN V2 NIDTII NYIIT 9 DY NPNT NPND
.NPINN 2DINM DXYWNIN D225771 VI D NPYP NINDN PPN NNDNI YN OXIN NPNY TIN,LIN)
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:ISO/IEC 17025 ypn mwr 3T %95 Nayo mMonom Np>Ta mTavn (N
: 19NONN 9PN NADIA NNWD

Item | Scope| Site | Materials 7 Products Tested Types of Test / Properties Measured Standard / Opinion and Remarks
Type Method Interpretation

Group of products: Environment - Soil, Aggregates and Water 0°8) OX0ANIN YPIP = 13’3071 12N 1 ©X3m HNavn
Chemical Testing, Chromatography, GC/MS GCIMS , 229990195 , 59191295 7273

1 |C P Soil 77 | SVOC (Semi Volatile MO NPRMX Mo | EPA 8270 For Flexible scope in SVOC details see

Organic Compounds) [N aVap] list no. FS-01
:FS-01 91 SVOC - vwnin N20oNN 920 NNYWI
Item | Site| Materials 7 Products Tested Types of Test / Properties Measured Standard / Equipment Date of validation
Method

1 |P Soil vy | Naphthalene woa [ EPA 8270 - 01/02/2022

2 |P Soil ypp | Acenaphthelene YVaoN [ EPA 8270 --- 15/03/2022

3 |P Soil ypp | Acenaphthene Jaon | EPA 8270 01/04/2022

4 (P Soil yp P | Fluorene s | EPA 8270 20/04/2022

5 [P Soil vy p | Phenanthrene N | EPA 8270 - 28/04/2022

6 |P |[Soil vy | Phenol 519 | EPA 8270 28/04/2022

NIYIN MANYN XODY NDDM INN WNIN NINDNN GO0 PNINN 19 DY DIP TN DXININD NIWIN YND IN POIND PRV NTIYHN N3 NIPNI
MYIN DY YR PNITY ROY ,0INMT NV IN TPIN N0 ,N¥0N0N N0 : D ,0INN DMVNID NNYWY MHRYI DPNX NTIVHN
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Group of products: Health, Medicine - Blood Bank

07 233 - INIDY ,IIN?92 : D298 HNAVYN

Blood Component Preparation, CBC

QT N0 , 07232599 7575

1 |C P Complete blood count o7 n1av | Whole blood Non o7 | Coulter principle Hematology Auto For Flexible scope in blood
components Analyzer components and equipment details
see list no. HLT-4558
: HLT-4558 - ¥20)N N2H00NN 9PN DNHXw)
Item | Site | Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipmentused / Work station | Date of validation
Characteristics
1 |P |Platelets nPoY Whole blood x91 07 | Coulter principle BC-2800 Auto Hematology Analyzer 01/02/2022
2 |P [ White Blood 0”29 0T NN Whole blood x9n 07 | Coulter principle BC-2800 Auto Hematology Analyzer 15/03/2022
Cells
3 |P [Haemoglobin POION Whole blood x91 07 | Coulter principle BC-2800 Auto Hematology Analyzer 01/04/2022
4 |P |Platelets nPoL Whole blood x9n 07 | Coulter principle BK-6310 5-Part Auto Hematology 15/02/2022
Analyzer
5 |P | White Blood D2 D7 NN Whole blood N9n o7 | Coulter principle BK-6310 5-Part Auto Hematology 2070372022
Cells Analyzer
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NYYIY NINONN G270 NAD) P2 IWPn NXR DY NNNN EA-4/17, Description of scopes of accreditation for medical laboratories 7901 7NN NADN NONT PONY
NPIAVION MINNDNT 21900 IRNND TNONN .YI0IN 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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