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1.0 INTRODUCTION

1.1 Background

In 1993 the Israeli Minister of Economy and
Industry (called then: Ministry of Trade and
Commerce) established the Israel Laboratory
Accreditation Authority — ISRAC, for the
purpose detailed below.

On April 13, 1997, the Israeli parliament (Knesset)
voted a law for the establishment of the “Israel
Laboratory Accreditation Authority “which
determines ISRAC’s responsibilities and areas of

authority, as described in the scope section below.

The purpose for the creation and operation of
“ISRAC” was to promote the quality,
transparency, integrity and confidence in the
competence of Israeli laboratories providing

calibration, testing and inspection services and to

achieve national and international harmonization.

By obtaining the above, the quality of the
services provided by Israeli accredited
organizations, shall be promoted and the
reputation of these organizations enhanced.
Accreditation provides the organizations cost-
effectiveness thanks to avoidance of repeat and
redundant testing and improvement of the
communication with their clients. The
recognition ISRAC has gained worldwide allows
the reduction of trade barriers between
geographical regions. Accreditation of the Israeli
laboratories according to international standards

shall facilitate international trade.
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1.2 The Uniqueness of the Israel
Laboratory Accreditation Authority (ISRAC)

The Israel Accreditation Authority (ISRAC) acts
as the superior national accreditation body for
laboratories, including laboratories engaged in
calibration and testing activities in the state of
Israel, and is the sole national accreditation body
recognized by the government for providing
laboratory accreditation services. ISRAC has
also started accrediting inspection activities
performed by inspection bodies (according to the
letter of declaration of the Ministry of Economy
and Industry (then Industry, Trade and Labor)
from 25 January 2011 authorized ISRAC to
perform the activity of Inspection in ISRAEL).

1.3 Stake Holders in ISRAC

1.3.1 General

ISRAC provides the public and the government
confidence in test results for essential safety and
health issues such as food testing and
contamination, public health issues and issues
such as construction, electronics, metrology and
environment. Therefore, many regulators and
buyers prefer working only with accredited
organizations. ISRAC promotes international
mutual recognition and harmonization that
enables the lowering of trade barriers through
other accreditation bodies that have similar roles
in their respective geographical regions, so that
the products tested in Israel shall be accepted
worldwide without any additional testing
necessary. The Consistent traceable quality of

laboratory services offers their clients a
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scientifically sound basis for making decision
based on the received findings. This enhances the
confidence in the reported outcome, promoting
multilateral trust in the results of accredited

organizations.

1.3.1.1 CABs (Conformity Assessment Bodies)
accredited by ISRAC are the direct

stakeholders.

1.3.1.2 Other stake holders are entities that
are engaged in, make use of, accept, or rely on,
conformity assessment results from bodies
accredited by ISRAC. Such entities include, but
not limited to, the regulators, governmental
offices, professional unions, CAB customers
and any public individual.

The interested parties are represented in the
Council as described in section 1.5 in this
manual as well as in the Advisory Committee as
described in procedure No. 2-421011:
Nomination and Operation of ISRAC
Committees. Interested parties' feedback from
ISRAC’s activity is done according to procedure
No. 2-000014: Feedback from Interested Parties.
1.3.2 Involvement of interested parties in
ISRAC's activities

ISRAC involves the interested parties in

accreditation-related issues via the council
meetings, advisory committee meetings,
technical committees, publishing, training and
conventions. In case of special need ISRAC shall

involve the interested parties on ad-hoc.
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Regulators in each field -
ISRAC serves as an executive
agency for the inspection
activities of the different
regulators. In certain cases, the
regulator requires an
accreditation certificate as one
of the conditions for
recognition. The regulator also
uses ISRAC accreditation or the
results of CABs accredited by
ISRAC as a basis for granting
approval/ permits or legal
persecution. ISRAC’s ongoing
communication with regulators
and other interested parties is
described in procedure number
2-000002: Procedure for
Working with Regulators and

Interested Parties.

Advisory Committee - The
Policy Advisory Committee is
needed to ensure that ISRAC
council and ISRAC’s General
Manager are aware of the views
of interested parties on policy
issues affecting ISRAC
activities, including the
development, interpretation and
application of national,
European and international
Standards, guidelines,

procedures, regulations,
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13.2.3

practices and agreements
applicable to accreditation
bodies. The members of the
advisory committee are
representatives from the list
described in the Israel
Laboratory Accreditation
Authority Law, 1997, article 16.
The Advisory Committee
sessions are held at least twice a
year and are managed by
ISRAC’s General Manager.
ISRAC’s ongoing
communication with the
Advisory Committee is
described in procedure number
2-421011: Nomination and
Operation of Committees in
ISRAC.

The Council - The body
supervising ISRAC’s activities
is the ISRAC Council. The
members of the Council are
representatives from the list
described in article 8 in Israel
Laboratory Accreditation
Authority Law, 1997. ISRAC’s
ongoing communication with
the Council is described in
section 1.5 in this Quality

Manual.
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1.3.24 The public

1.3.2.4.1 Comments period for technical
documents - ISRAC gives due notice of
any changes to its requirements of
technical (professional) documents taking
into account views and remarks expressed
by interested parties during a 30-day
comments period before implementation
and effective date of the changes
according to procedure number 2-432003:
Writing, Reviewing, Distributing and
Updating Controlled Documents).

1.3.2.4.2 Training and conventions -
ISRAC organizes training sessions and
conventions as described in procedure
number 2-000004, Training Procedure for

Customers.

1.3.2.4.3 Other means of involvement -
ISRAC publishes its policy procedures,
technical procedures and other important
information in ISRAC's website. In case of
change in policy or other significant
change, ISRAC sends specific
notifications to the CABs, assessors and

regulators.

1.4 The Israel Laboratory Accreditation
Authority

ISRAC was established by the Israeli
Government, authorized by law since 1997 and
currently operates as an independent non-profit

public organization. ISRAC is partially funded
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by the Israeli government, which facilitates its
independence.

ISRAC offices are located in Kineret St. Airport
City, P.O.B 89 Lod.

Airport 7015002, Israel

Tel: 972-3-9702727

Fax: 972-3-9702413
email: ISRAC@ISRAC.qgov.il.

ISRAC ensures that professional indemnity
insurance is maintained. Where external
assessors or experts are employees act on behalf
of ISRAC, ISRAC ensures that they are
adequately covered through a professional
indemnity policy.

It is the policy of ISRAC to continuously train its
staff, assessors and experts on how to perform
assessments, with regular updates of the various
standards.

1.5 The Board of Directors (Council)
The body supervising ISRAC’s activities is the
ISRAC Council which includes seven members:
151
for Higher Education;
152
Engineering and Architecture largest association;
153
laboratories;
154
services provided by the accredited laboratories;
155

standardization in the Ministry of Economy and

A representative of the Israel Council

A representative of the Israel

A representative of the accredited

A representative of the clients of

The representative in charge of

Industry;
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15.6
Science;
1.5.7

Finance.

A representative of the Ministry of

A representative of the Ministry of

The chairman of the Council is the representative

of the Council for Higher Education.

The Council sessions are held least twice a year
upon a joint demand by at least three of its
members or the chairman’s decision. The
Council members act as volunteers and are not
entitled to monetary reward for their
participation in the council sessions. The

council's mandate is to:

e Determine the procedures and rules that

guide ISRAC's activities and decisions,

e Determine the areas of accreditation, rules
and international standards according to
which ISRAC shall act upon,

e Approve ISRAC's budget

¢ And monitor the execution of ISRAC's
policy.

The day-to-day operations of ISRAC are

managed by the ISRAC General Manager who is

nominated by the Council, subject to the
approval by the Minister of Economy and holds
the responsibility to execute the Council
directives. The General Manager nomination is
effective for a period of four years and subject to
renewal.

Additionally, the ISRAC has ad hoc technical

committees which advice and assists ISRAC’s

management on current issues.
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1.6 Adoption of ISO Standards

Evaluation of candidates for accreditation, as
well as surveillance, re-accreditation and
authorizing changes in the scope of accreditation
is conditional upon the laboratory's compliance
with:
For testing and calibration laboratories:
ISO/IEC 17025, 1SO 15189
For inspection bodies:
ISO/IEC 17020
For organizing comparison of skill tests:
ISO/IEC 17043
For reference material producers:
ISO 17034

In addition, ISRAC recognizes research facilities
that work according to OECD-GLP principles
(see document number 1-200000: GLP Manual).

The State of Israel has established a monitoring
system for GCLP (Good Clinical Laboratory
Practice). The recognition is performed per the
European document
EMAV/INS/GCP/532137/2010, Reflection Paper
for Laboratories that perform the Analysis or
Evaluation of Clinical Trial Samples (GCLP), of
the European Medicines Agency. The GCLP
recognition system is national. The recognized
test facility is responsible to make sure that the
studies are recognized worldwide (see document
number 1-611052: ISRAC and its Recognition

Process of Facilities according to GCLP).

ISO »pn xR 1.6

;M9 ,19NDND DY THRYINN DMININD NN
TINM NONONN PPN NPYIY WINN NONDND
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: DY) NPYTA MTAYNID
ISO/IEC 17025, 1SO 15189

11PN MMNIND

ISO/IEC 17020

:NNPI AXNYN NN DNIIINDN DX
ISO/IEC 17043

: DINY MININ DMINMNN DXAND

ISO 17034
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:1-200000 1991 7O NXI) GLP Principles
.(GLP Manual

GCLP (Good 9 7102 Tyn Nndpn DNRIY NN
.Clinical Laboratory Practice)
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1.7 Adoption of International

Documents

ISRAC adopts ILAC & EA affirmative

documents for accreditation.

ISRAC adopts OECD GLP documents for
recognition to GLP and the
EMAV/INS/GCP/532137/2010 document for
recognition to GCLP.

1.8 Freedom of Information and

Transparency of ISRAC

ISRAC is a statutory national public
organization. As such it acts under the act of
freedom of information in Israel. It makes all
efforts to publicize and open its activity to the
public, including customers, regulators,
stakeholders and others. By law ISRAC activities
are reported in a yearly report.

The Quality Manual is available on ISRAC's
web-site. A Newsletter called the “Rashuton", is
published at least three times a year. ISRAC also
maintains constant contact with its customers via
meetings, courses, questionnaires and ISRAC's
web site.

ISRAC’s policy procedures are published on its
website. Summaries and announcements are
published in the ISRAC newsletter.

ISRAC is obliged to give any information
demanded by any citizen provided that the

customers’ confidentiality is kept.
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.19N0N RYNY D¥2»NNN EA

OECD GLP 1101 NN N¥NND MYIN
7901 NN GLP Y 950 yRwnd 01»Nnnn

-5 775NN Xw»d EMA/INS/GCP/532137/2010
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2.0 THE SCOPE

The Council determines ISRAC scope of
activities (according to its law). All the activities
regarding the accreditation of conformity
assessment bodies are performed in compliance
with ISO/IEC 17011. Whenever deemed
necessary ISRAC may rely on additional
documents, written within ISRAC or adopted
from other accreditation bodies around the world
and other sources. Recognition of testing
facilities operating according to GLP is
performed as per the OECD principles.
Recognition of testing facilities operating
according to GCLP is performed as per
document EMA/INS/GCP/532137/2010.

The ISRAC Council, as published by its
Chairman (reference 3.1 below), defined the
technical scope of the ISRAC as follows:

2.1 The Technical Scope
The Technical scope of ISRAC’s accreditation

includes laboratories and inspection bodies

engaged in testing related to:

211 Physical activities & testing

2.1.2 Chemical Testing

2.1.3 Biological testing

2.1.4 Non-destructive activities & Testing
2.15 Types of tests including: construction

and infrastructure, paving and roads, food, water,
& air forensic medicine and medicine, cosmetics,
fuels and fuel sources, metals & non-metals and

heavy elements, electricity and

m»yan 9pn 2.0

DY) NNYIND YA VAP NMIVAN DY NN 9N
DV NONONY MMNMVYPN NN D3 (PIN 9
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99 9PN MPNNA NN .OECD -n 1IN yapw
TR0 > 5y nysan GCLP
.EMAV/INS/GCP/532137/2010
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telecommunications and alcoholic beverages,

Transportation.

2.1.6 ISRAC handles all types of
calibrations.
2.1.7 ISRAC recognizes research facilities

working according to the GLP guidelines
according to the OECD.

Research facilities including laboratories that
perform pre-clinical research for medicinal
products, cosmetics, food and pesticides.
2.1.8
working according to the GCLP document
EMAV/INS/GCP/532137/2010.

ISRAC recognizes research facilities

Remark:

According to the current law, the authority of
ISRAC is limited and it can accredit laboratories
that perform "tests". ISRAC may accredit
inspection organization only when there is a
standard referring the inspection activity to a

"laboratory".

2.2 Review of New Project

All applications are subject to a new project
review process to assure that ISRAC has fully
understood the application requirements and that
they are within the scope for which ISRAC is
permitted to accredit. ISRAC also reviews its
resources and infrastructure (assessors,
experience, standards, other obligations, financial
resources etc.) and arranges for the appointment
of an assessment team with all the required
expertise. See procedure number 2-421004:
Procedure for extending to new field of

activities.
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3.0 APPLICABLE DOCUMENTS 9°Y? 029on 3.0
3.1 Israeli Government Registrar (Yalkut ONIW NOVNN Y DmDIon VP> 3.1

Hapirsumim) 4787 20 July 1999.

3.2 ISRAC law, 1997: see form number
T1-432000-02: Free English translation of the
ISRAC law.

3.3 Letter of declaration of Economy and
Industry (then Ministry of Industry, Trade and
Labor) from 25 January 2011.

3.4 ISO/IEC 17011: Conformity Assessment
— General Requirements for Accreditation
Bodies Accrediting Conformity Assessment
Bodies.

3.5 ILAC/IAF A3: IAF/ILAC Multi-Lateral
Mutual Recognition Arrangements
(Arrangements): Template report for the peer
evaluation of an Accreditation Body based on
ISO/IEC 17011:2017

3.6 EA-1/06 A+AB: EA Multilateral
Agreement Criteria for signing Policy and
procedure for development.

3.7 EA-1/14 A, Procedure for Development
and Approval of EA Documents and Adoption of
ILAC/IAF Documents.

3.8 EA-2/02: EA Procedure for the
Evaluation of a National Accreditation Body.
3.9 EA 2/13 M: EA Cross Border
Accreditation Policy and Procedure for Cross
Border Cooperation between EA Members
3.10 ILAC P4- ILAC Mutual Recognition

Arrangement: Policy and Management.

.1999 %919 20 ,4787 -

NONONY PMINDND MYIN PIN
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(T1-432000-02 1901 DMV
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3.4

3.5

3.6

3.7

3.8

3.9

3.10
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3.11 ILAC-P5 ILAC Mutual Recognition Joonx Ny 311
Arrangement: Scope and Obligations.
3.12 ISO/IEC 17043: Conformity Assessment - JoNINY 3.12
General Requirements for Proficiency Testing.
3.13 ISO/IEC 17025: General Requirements SN Ny 3.13
for the Competence of Testing and Calibration
laboratories
3.14 1SO/ IEC 17020: Conformity Assessment JoonNN Ny 3.14
-- Requirements for the Operation of Various
Types of Bodies Performing Inspection
3.15 1SO 15189 Medical Laboratories -- JOONNNY 3.15
Requirements for Quality and Competence.
3.16 1SO 17034: General requirements for the TN Ny 3.16
competence of reference material producers.
3.17 Document number 1-200000: GLP oNN N 3.17

Manual.

3.18 Document number 1-611052: ISRAC and
its Recognition Process of Facilities according to
GCLP).

4.0 DEFINITIONS

Definitions are to be found in the individual

policies and procedures.

5.0 RESPONSIBILITY

The management of ISRAC affairs according to
the scope of this document and others related to
quality is the responsibility of the entire ISRAC
staff. The Quality Manager of ISRAC is
responsible for the administrative and operational
compliance with the quality manual and

associated documents. The Quality Manager

MYIN MTIN : 1-611052 79010 5N 3.18
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assures, among other quality related activities,
the implementation of this manual and associated
documents, as required.

The Quality Manager reports directly to ISRAC

General Manager.

6.0 ISRAC’S QUALITY POLICY

6.1 The Quality Manual

The number of this Quality Manual, starts with 1
as a policy document, is 1-423000 and is filed in
the ISRAC Quality System Document Control
center. The individuals responsible for
determining the content of the Quality policy of
the ISRAC are ISRAC General Manager and its
Quality Manager. Compliance with the policy is
obligatory for all ISRAC employees (including
consultants) engaged in activities that fall under

the scope of this manual.

ISRAC operates according to internationally
agreed standards and guides with pivotal
emphasis on compliance with ISO/IEC 17011,
ILAC and EA policy document related to
accreditation activities. A cross-reference table to
ISRAC documents is published at the website
under: Publications -> EA and ILAC documents
The ISRAC management’s aim is for ISRAC to
be multilaterally recognized as the senior and
only official accreditation body, by ISRAC law,
for the accreditation of laboratories or inspection

bodies in Israel.

STNND ORNNA D) DYINDNMY MY PITA Y
MY 579310 MY NNTH MDNN DN

MYIN YW mMaRn m1m 6.0

MINN P91 6.1

n199) 1 1192 790N N MIN PITN HY 190N
,MOIND T :1-423000 99010 NN (NPT
Y MNN NIIYN 29H9DN NIPA 1IN PIHINM
MDD NPITH 12IN NYIAPD DININND .MYIN
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ISRAC recognizes other MRA accreditation
bodies and accepts the results of the

organizations accredited by them.

6.2 ISRAC’s Main Objective

The mission of ISRAC is "to promote the quality
and technical competence of conformity
assessment bodies, in harmonization with the

world, for the benefit of Israel and its citizens".

ISRAC’s goal is to promote transparency,
integrity and confidence and gain national and
international recognition, in the competence of
Israeli bodies providing calibration, testing,
inspection services, proficiency testing and
production of reference materials. Thus, helping
to promote the fundamental quality of the
services provided by Israeli accredited
organizations. As a mean to achieve its goals
ISRAC is committed to excel in its conduct and
comply with the principles laid down by the

above standards.

6.3 ISRAC is Committed:
6.3.1
procedures in a non-discriminating manner
(section 7.1).

6.3.2

is available to everyone that requests

To apply its ISRAC’s policies and

To assure that access to accreditation

accreditation in areas where the ISRAC is
working (in accordance with restriction by law)
6.3.3
contingent only upon compliance with the
standards: ISO/IEC 17025, 1SO 15189, ISO/IEC

To assure that accreditation is

DD YY DIMNNN NINDNN 2912 NN MYIN
NN NY2APM IAF-Y ILAC 17012 710 179N
DT 5y DINDIIN DNNIND MNNIN

MY by Nydn 6.2
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(PN M1 ONNN2)
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17043, ISO/IEC 17020, ISO 17034, according to

the organization’s activities.

In addition, ISRAC is committed to recognizing
organizations working according to OECD-GLP
directives or the guideline for GCLP contingent
upon compliance with the said directives.
6.3.4

maintain impartiality and abide high integrity

To ensure that accredited organizations

norms as described in procedure number 1-
000007: Ethics and Integrity in an Organization.
6.3.5

properly trained, exhibit public service at its best,

To ensure that ISRAC employees are

act objectively and shall be free from any undue
commercial, financial and other pressures, which
might influence the accreditation process.

6.3.6

compliance, consistency, transparency and

To assure that ISRAC shall maintain

integrity in its daily conduct and when fulfilling
its obligations.

6.3.7 To assure maintenance of
confidentiality when applicable.
6.3.8 To promote and nurture candid and

open relations with other accreditation bodies.
6.3.9
the implementation of quality related policies

To assure allocation of resources for

and procedures.

6.3.10 To promote continuous improvement
in the performance of the ISRAC and its
associated accredited laboratories.

6.3.11

Regulatory bodies when relevant.

To cooperate with the Israeli

OECD-GLP m20p7>7 9 Yy 0121y DININA

09555 Nysa MmN GCLP-S mynynn 70on W
.0N2 DN

DN DINDIN DININ YD XTND 6.3.4
MM NIV MNIN 13 5 DN XIwN I1TYNA
NIYPY NPPNN : 1-000007 51112 VOND
ANINa
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6.3.12 To actively participate in international
decision-making committees (ILAC, EA, OECD)
as well as other relevant activities.

6.3.13
the recognition of foreign accredited

Promote the accreditation in Israel and

laboratories’ results by Israeli regulators.

6.3.14

promote its accreditation services in any foreign

ISRAC shall not in any way market or

country. However, if ISRAC is requested to do
so by any conformity assessment body or by
accreditation body it will take into account the
principles of OECD, EA and ILAC for cross-
frontier accreditation and the approval of the
ISRAC Council. See procedure number 2-
000001: Mutual accreditation in collaboration
with other bodies.

6.3.15 ISRAC is obliged to notify EA-MAC
and ILAC-MAC and all signatories to the MRA,
MLA, as soon as possible of any significant
changes that have occurred in its status or in the

operational practice of its schemes.

7.0 ISRAC ORGANIZATIONAL

STRUCTURE

For ISRAC organizational chart duties and
responsibilities of the different rules, see
procedure number 2-421001: Organization and

job descriptions.

7.1 Impartiality Policy

ISRAC attributes top priority to impartiality.
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7.1.1 ISRAC requires all personnel and
committee members to disclose any potential
conflict of interest whenever it may arise.

7.1.2 The requirement for impartiality,
which is defined in ISO/IEC 17011, section 4.4,
is implemented in ISRAC’s procedures and

processes:

7.1.2.1 Organizational structure and Job

Descriptions, procedure number
2-421001

All ISRAC employees, including experts and
assessors, sign agreements of confidentiality
and impartiality before commencing any work.
All ISRAC personnel including assessors and
experts are obliged not perform consultancy or
other services that pose an unacceptable risk to
impartiality.

Every query concerning impartiality of ISRAC
staff and assessors is documented and requires
the Legal Advisor's opinion and a risk survey
according to procedure number 2-432011. Risks
to impartiality are documented by the relevant
Head of Division or his designee as part of a

preventive action.

7.1.2.2 Choosing, Training and

Qualification of Assessors,

procedure number 2-520001

All ISRAC assessors including technical experts
are obliged to act according to assessor ethical
principles see form number T2-520001-07E:
ISRAC's code of conduct. The assessors' course

as part of the initial training as well as the
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annual assessor trainings emphasize the
importance of these issues.

In addition, once a year every local assessor must
fill appendices 3-4 to document their various
activities in order to identify any potential for
impartiality.

7.1.2.3  Planning and Performing an

Assessment, procedure number
2-623001

Special attention to impartiality is given along all
stages of the assessment (planning, performing,
handling of the assessment results). Lack of
conflict of interest is assured before each
assessment. Potential impartiality is routinely
evaluated with the relevant assessor and CAB.
Furthermore, efforts are made to avoid
performance of assessments by one particular
assessor over time consecutively, in order to

eliminate the "familiarity threat".

7.1.2.4 The Decision Process Regarding

the Accreditation Status of

Conformity Assessment Bodies,

procedure number 2-651001

All accreditation related processes, including the
decision-making process, are built in a manner as
to achieve impartiality.

Only personnel who were not directly involved
in the assessment may be appointed to the
Accreditation and Assessment Review

Committee discussing the mentioned assessment.

DYPTIAN YOD DXNYWI MIYY NNNX 90N
DIMPIDY TN TNKY 3-4 DXNIDI OIMIPNN
LDO)Y TINIY HNOXIVIY NPT TNND DNV

2900 5NN ,PTAN NI MON 7.1.2.3

2-623001

TN 09 XIVN OX XYND NTNPN 20 NN
919°0 , ¥, 1NION) 772NN Y20V DI TIINY
APTann MININI

INONIID DTN D )Y PTAI DY TN VTN
P712N DY 1PV 19IND TIVII DIINY TINND
.D»OIMPIN NINM

YNID MIN NN PT20D NN 1PN 90N
TOINRD TANR ONON PTIAT DY DOPTIN INA
SN DPRY AR YNND TN DY G872 )38

23272 MVONNN NYAp YN 7.1.2.4
,DP T2 DN YV NONDN ANN

2-651001 19010 5NN

TPONN 915 ,N5P0NY DIYIND DIIONNN U

AN DY MNYY TYNN 19INT DN, MOINNN NYIP
.DOY THN

M) 7 1N PTANM NONDNN NPPOY NTYND
TN PTNI MPY DIANYN PN NOY

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




Website: Yes

Quality Manual — 9NN 91

19 : nom 90N 1-432000 9901 51 40 71 25 19010 97

Version number 19 Procedure number 1-432000

Page 25 of 40

7.1.2.5 Nomination and Operation of
Committees in ISRAC,

procedure number 2-421011

ISRAC manages a process to provide
opportunity for effective involvement by
interested parties for safeguarding impartiality.
ISRAC ensures a balanced representation of the
interested parties.

ISRAC requires committee members to sign a
code of conduct agreement.

7.1.2.6 Internal Audits, procedure
number 2-432008

Personnel performing internal audits will be

different from those who perform the activity.

7.1.2.7 Israel Laboratory Accreditation
Authority law (1997), article 25

ISRAC's employees are public service
employees according to the public service-gifts
low (1979). The public service-gifts law states
that the public servant is not allowed to accept
any gifts, unless the gift is "small value given
by the customary and reasonable under the

circumstances” (Article 2 in the law).

7.1.2.8 Management of Risks and

Opportunities, procedure
number 2-432011

ISRAC operates on an ongoing basis to identify
risks and opportunities to reduce the potential to
impartiality. ISRAC identifies, analyses,
evaluates, treats, monitors and documents the

risks to impartiality arising from its activities
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including any conflicts arising from its
relationships or from the relationships of its
personnel. The process includes identification of
and consultation with appropriate interested
parties to advise on matters affecting
impartiality.

7.1.3
procedures shall be non-discriminatory and shall

ISRAC's policies, processes and

be applied in a non-discriminatory way. ISRAC
shall make its services accessible to all
applicants whose application for accreditation
falls within the scope of its accreditation
activities as defined within its policies and rules.
Access shall not be conditional upon the size of
the applicant conformity assessment body or
membership of any association or group, nor
shall accreditation be conditional upon the
number of conformity assessment bodies already
accredited.

7.1.4

intimidation are reporting of deviations and

Among the means intended to prevent

complaints, ISRAC staff meetings and the "open-
door" policy, which help encourage

transparency.

7.2 External Assessors

ISRAC employs external assessors and
consultants although, when necessary, the
Deputy General Manager, Heads of Division and
the Quality Manager may also act as Team
Leaders and or technical assessors in their field
of expertise. ISRAC aspires to recruit reputable

experts with previous practical and managerial
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experience in the conduct of laboratory work and
quality management.

Candidates for accreditation assessors undergo
recruitment and training, enabling them to
represent ISRAC. Assessors are expected to have
managerial experience and knowledge in quality
assurance and organizational systems. The
assessors should be technically competent, have
a reputation of impartiality, possess
unquestionable integrity and avoid any potential
conflict of interest when assuming a specific
accreditation assignment. Assessors are required
to sign contractual arrangements with ISRAC, to
be well versed in the relevant ISRAC procedures
and work accordingly. ISRAC monitors, on a
regular basis, its assessors’ performance and
takes corrective action when necessary.

See procedure number 2-520001: Choosing,
training and qualification of assessors.

8.0 THE ACCREDITATION
PROCESS

8.1 All following documents are published in
IRAC web site home page/ publications/
procedures:

Document number 1-611002E: ISRAC and its
Accreditation Process Guidance and
Requirements

Document number 1-611012: Requirements for
laboratories requesting accreditation for
calibration.

Document number 1-611003: Presenting the

organization. A document to be filled out by the
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organization and to be sent to ISRAC during the
request process for accreditation or re-
accreditation.

Document number 1-611004: Checklist for
compliance to ISO/IEC 17025.

Document number 1-611014: Checklist for
compliance to medical laboratories 1ISO 151809.

Document number 1-611084: Checklist for
compliance to ISO/IEC 17020.

Document number 1-000021: Checklist for
compliance to ISO/IEC 17043.

Document number 1-000024: Checklist for
compliance to 1ISO 17034.

The accreditation procedure is detailed in the
above documents and is generaly described
below:

8.2 The process for an accreditation for an
organization is as follows;

Organization inquiry about the process of
accreditation> ISRAC representatives guide the
organization to download the explanation and
requirements document regarding the
accreditation process and explain the possibility
for discussion with ISRAC staff > An official
request for a specific scope (as part of presenting
the organization document) is submitted together
with the Quality Manual. - payment of
1500NIS = ISRAC reviews the quality manual
and tests required for the scope of accreditation,
as also the infrastructure, manpower, experience
and assessors required for the assessment and
evaluates the cost (a pre-assessment may be

suggested if relevant) > A Quotation is sent to
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the organization - 50% of the quotation is paid
in advance for the assessment = The
organization approves that the assessors have no
conflict of interests = an assessment is
performed including an assessment of the quality
system included in the requested scope - The
organization performs corrective actions for all
the non-conformities found-> ISRAC approves
the corrective actions = The Head of Division
prepares a certificate and scope as decided by the
accreditation and assessment review
committee—> The accreditation and assessment
review committee convenes > The organization
signs a yearly surveillance agreement with
ISRAC. > The organization is added to the
directory of accredited organizations.

The management of the accreditation process is
under the responsibility of the relevant Head of
Division who appoints the Team Leader,
approves the yearly work plan, budgeting and
planning of assessments. If the Head of Division
is also the Team Leader then Deputy General
Manager approves the assessment plan The
General Manager approves the accreditation and

assessment review committee’s decision.

8.3 Application for Accreditation
8.3.1

presents to organizations seeking accreditation

ISRAC prepared a document that

information information explaining ISRAC's
requirements and the accreditation process see
procedure number 1-611002: Regarding ISRAC
and the accreditation process- requirements and

guidelines.
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8.3.2 All applicant and accredited bodies are
assessed against the relevant sections of the
accreditation standards:

ISO/IEC 17025, ISO/IEC17020, ISO/IEC 17043,
ISO 17034 and 1SO 15189, according to the
nature of their activities.

8.3.3 Applicant bodies are expected to
complete and submit a form presenting the
organization and the relevant checklist available
on the ISRAC web site. These forms include
presentation of the requested “scope”, schedule
of accreditation, detailing the test/calibration
methods reference standards, personnel
responsible for the performance and supervision
of the tests and a description of how the
organization complies with the requirements of
ISRAC from a candidate for accreditation.
Organizations also submit their quality Manual
with a checklist filled according to the relevant
standard. An organization, which has joined the
accreditation process, is entitled to a three-hour
informative meeting. It is the policy of ISRAC to
avoid any conflict of interest at all stages and
levels of activities. The organizations are
therefore encouraged to indicate any situation

where they feel a conflict of interest may exist.

8.4 Review of Organization Documents

The documents presenting the organization will
be reviewed according to procedure number 2-
621001: Reviewing the CAB documents.

8.5 Preliminary requirements to
accreditation / re-accreditation / extension /

surveillance
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For the list of documents that an organization is
required to submit prior to an assessment see
procedure number 1-000014: Preliminary
requirements to accreditation / re-accreditation /
extension / surveillance.

8.6  Obligatory documents for the
accredited organization towards ISRAC

8.6.1 THE STANDRDS

8.6.1.1
except for medical laboratories: ISO/IEC 17025.

For testing and calibration laboratories

8.6.1.2  For medical laboratories: 1SO 15189.
8.6.1.3  For inspection bodies: ISO/IEC 17020.
8.6.1.4  For bodies organizing comparison of
skill tests: ISO/IEC 17043.

8.6.1.5 For reference material producers: 1ISO
17034.

8.6.2 The applicable documents (standards,

procedures, ext.) according which the accredited
activities are performed

8.6.3
procedures published in ISRAC Web Site (in
section publications/procedures)

8.6.4
the organization and ISRAC (see ISRAC Web
Site /ISRAC & accreditation services)

8.6.5

regard to specific field of accreditation.

ISRAC policy documents and

The surveillance agreement between

Technical requirements published in

8.7 Extension of Accreditation

Organizations may apply to ISRAC for the

purpose of extending their accreditation scope at
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any time. The relevant Head of Division
evaluates each application for extending the
scope on a case-by-case basis. Organizations
about to undergo re-assessment shall be
evaluated for their complete scope, including the

requested extension.

8.8 The Assessment

Assessments are carried out by an ISRAC Team
Leader or by a contracted, authorized Team
Leader. ISRAC procedure for the conduct of an
accreditation assessment covers the process of
team selection, assessment planning, pre-
assessment visit, the assessment itself,
preparation of assessment report including

required corrective actions.

Assessments are carried in order to examine the
applicant body's compliance with the applicable
standards and that its employees are competent in
performing their activities.

Assessment teams consist of a Team Leader and
the appropriate number of technical assessors, to
cover the scope of the activities submitted for
accreditation. The Team Leader is responsible
for the organization and performance of the
assessment, report findings and writing of the

final report.

The assessment report, after having been
reviewed and approved, is submitted to the
applicant. This evidence together with the non-
compliance forms will then form the basis for the
applicant determination of corrective actions,
their implementation program and subsequent

assessments.
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See procedure number 2-623001: Planning and

performing the assessment.

8.9 Surveillance of Accredited

Organizations

ISRAC conducts surveillance and reassessment
visits to monitor the continued compliance of the
accredited bodies with the applicable standards.
Additional assessments are conducted in case
complaints are investigated. Additional
surveillance visits may be conducted during
hearing & appeal process or according to the
accreditation and assessment review committee’s
decision.

A pivotal, though not the only, tool used for
evaluation of a laboratory is the examination of
the laboratory’s program for assuring test results
and the participation of the laboratory in intra-
laboratory proficiency testing. The results
obtained over time and corrective actions taken
when necessary are assessed. The evaluation of
quality control testing and result quality
assurance performed by the laboratory is done
according to procedure number 1-681001: Policy
and Evaluation of Comparison Testing
Performed by Accredited Laboratories.

When the organization participates in a
proficiency testing program it should comply
with ISO/IEC 17043.

See procedure number 2-671001: Surveillance of
accredited organizations.

See form number T2-671001- 01: Surveillance

agreement with accredited organizations.
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9.0 ACCREDITATION

The ultimate responsibility to grant accreditation,
extend the scope of an accredited body, renew
accreditation, withhold, suspend and terminate
accreditation is on the General Manager.
Organizations are initially accredited for a period
of two years, subject to satisfactory results in
surveillance activities. Accreditation is granted
accompanied by an accreditation certificate. Once
every two years the organizations are re-assessed.

The accreditation scope is detailed in the

accreditation certificate.

An accredited body is free at any time to give up
part or all of its accreditation using an appropriate
written notice. The withdrawal shall be noted in
the ISRAC publications and the organization is
prohibited from claiming its accreditation, from
the termination date.

The ISRAC General Manager may, based upon
expert opinion and due process, suspend or
terminate an organization’s entire accreditation or

parts of its approved scope.

The suspension / termination shall be noted in
ISRAC publications and the body whose
accreditation was suspended / terminated is
prohibited from using the ISRAC logo on reports
of activities and testing certificates outside the
altered scope of its accreditation.

See procedure number 2-651001: The decision
process regarding the accreditation status of

conformity assessment bodies.
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9.1 Suspending and Termination of

Accreditation

See procedure number 2-650001: Measures to be
taken for suspension, termination, reduction,

voluntary withdraw of accreditation.

10.0 HEARING AND APPEAL
COMMITTEE

Procedure number 2-651002: Procedure for
hearing.

An organization may appeal against ISRAC
intention for suspension, withdrawal or to not
grant accreditation. The hearing committee may
cancel the recommendation to, suspend, refuse or
fully/partly grant accreditation to an
organization. This decision shall be taken after
considering the organization’s arguments against
the recommendation of the accreditation and
assessment review committee, in a manner
consistent with ISRAC’s criteria.

The procedure sets the criteria and guidelines for

dealing with an appeal of an organization.

10.1 ISRAC Logo
Accredited bodies are entitled to print the ISRAC

logo on their test results reports, however, only
on documents reporting the results of procedures

defined in the scope of accreditation.

An accredited body that has given up all of its
accreditation is prohibited from using the ISRAC
logo from the date of withdrawal.

See policy number 1-455001: Policy for
reporting results and use of the ISRAC symbol.
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11.0 SUBCONTRACTING

It is the policy of ISRAC not to subcontract any
of its accreditation related activities (e.g.,

assessments, decision-making).

12.0 ISRAC MANAGEMENT SYSTEM

12.1 Documents

12.1.1 Writing, Reviewing, Distributing,
Updating and Maintaining Controlled

Documents

ISRAC has written a procedure which assures
that all its controlled documents are written in
harmonized format, distributed to all relevant
employees and that all people working on behalf
of ISRAC will use only the updated version of
the controlled documents. See procedure number
2-432003: Writing, Reviewing, Distributing and
Updating Controlled Documents.

12.1.2 CODING

The controlled documents’ code is built
according to procedure number 2-435001.:
Defining the documents at ISRAC, their

numbering and electronic maintenance.

12.1.3 ISRAC’S WEB SITE MANAGEMENT

ISRAC web site wwwe.israc.gov.il is part of the

document control system. The web site contains
general information about ISRAC, accreditation
requirements, how to contact ISRAC, how to
apply for accreditation, ISRAC’s newsletter
(“Rashuton") and the directory of ISRAC’s
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accredited organizations. See procedure number
2-000005: ISRAC Web site maintenance.
12.2 Corrective, Preventive Activity and

Improvement Initiative

ISRAC assures performance of corrective and
preventive actions and improvement initiatives
according to procedure number 2-432006:
Corrective and preventive Actions and
improvement initiatives.

ISRAC is constantly in the process of
improvement. Improvement in ISRAC activities
may result from the corrective and preventive
actions resulting from internal and external
audits, complaints, management reviews,
deviations, and appeals.

12.3 Deviations Handling

ISRAC assures report on deviations from its
procedures according to procedure number 2-
432009: Handling of deviations.

This procedure deals with handling of planned
and non-planned deviations. Daily experience
teaches us that sometimes there is need, for
unforeseen reasons, to change the policy or
procedures. In addition, errors and mistakes
occur that lead to deviations from policy or
procedures.

An organization operating under a quality system
should make sure that it learns from mistakes and
from unanticipated situations and improves itself
constantly. Each deviation should be
documented, discussed and studied. Analysis of

deviations might lead to corrective actions.
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12.4 Complaints Handling

A complaint is defined as an expression (Written,
oral or by electronic media), of discontent or
accusation addressed to ISRAC. It may be
discontent, or accusation aimed at ISRAC or any
of its employees or consultants acting on its
behalf, or aimed at an accredited organization or
a candidate for accreditation and its related
quality services. The Complaint Handling system
is managed by the legal advisor and is
documented in the complaint File.

In order to assure a timely and realistic time
frame for resolution of complaints, a time
interval was set during which a response should
be submitted (as much as it is within ISRAC
responsibility). See procedure number 2-432007:
Procedure for dealing with complaints.

12.5

The purpose of an internal quality audit is to

Internal Audits

provide information as to the state of compliance
of the organization with its own quality
procedures and the applicable standard.
Performing this procedure, including findings
and associated corrective actions, serves as a tool
for updating the management regarding the
organization’s status in order to reach
conclusions regarding future activities and is part
of the organization improvement process. See
procedure number 2-432008: Internal audits at
ISRAC.

12.6 Management Reviews in ISRAC

The Management Review is an activity essential
for the executives of the ISRAC in order to fulfill
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their management responsibility under the
Quality System umbrella. The review is
performed at least once a year. See procedure
number 2-432010: Management Review.
12.7 Management of Risks and
Opportunities

Addressing both risks and opportunities
establishes a basis for increasing the
effectiveness of the management system,
achieving improvement and preventing negative
effects. See procedure number 2-432011.:

Management of Risks and Opportunities.

13.0 COOPERATION WITH
REGULATORS AND
GOVERNMENT OFFICES

ISRAC is a national organization that operates
according to the instructions of different
regulators and government offices.

Accreditation might become obligatory when the
regulator requires it. ISRAC is actively
discussing its roles with all government offices.
In some instances, accreditation is a pre-requisite
mentioned in regulations.

See procedure number 2-000002: Procedure for

Working with Regulators and interested parties.

14.0 ISRAC GUIDANCE DOCUMENTS

ISRAC develops upon need policy & guidance
documents in subjects relevant to the

accreditation.
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Those documents are published on ISRAC web
site and are available to the accredited
organizations. Following are some examples of
those documents:

14.1.1 Traceability and uncertainty of
Calibration/measurements

See procedure number 1-661002: ISRAC Policy
on Metrological Traceability, Uncertainty of
Measurement and Reporting Statements of
Conformity, which is publish on ISRAC's web-
site.

14.1.2  Validation of organization methods

See procedure number 1-661004: Validation
policy for test methods, which is publish on
ISRAC's web-site.

14.1.3  Policy for the evaluation and
performance of proficiency testing in
accredited testing laboratories

See procedure number 1-681001: Policy and
evaluation of control testing performed by
accredited testing and calibrations laboratories,
which is publish on ISRAC's web-site.

15.0 APPENDICES

15.1 Form number T1-432000-01: Narrative
framework for reporting on the performance of
ISRAC

15.2 Form number T1-432000-02: National
Laboratory Accreditation Authority Law
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