Website: Yes

Quality Manual — 2N 7°91

15 :199) 7901

1-432000 1901 5

32 P 19900 97

Version number 15

Procedure number 1-432000

Page 1 of 32

4

n'niNT niwin
niT2un nd>noaY

Israel Laboratory Accreditation Authority

Valid from

TIRNA 4N3

25.03.2016

Effective from

TIRNN 27N

25.03.2016

MIIND 729
Quality Manual

1-432000 1901 5N

Procedure Number 1-432000

Authorized by: 1DYIUNN
Sighature — N12HN Date — 998D Name — ow Position — 1pan
179 YN MNRN DM MY DT
Muriel Cohen Updated by Quality Manager
999 NN 9190 MY TVIN
Etty Feller Approved by General Manager

DYPMYN INY 99 .QA-2 MNWN NPHRN PMY ISRAC 2WNn 9y DIRYMIN NON DN 1Y THDN HY DXTRON DIWINGT DIPMYD
2017 920LDA 27-2 DTN . T292 109N 12 DY GPINA DM DMIPIAN 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 September 27, 2017




Website: Yes Quality Manual — 2N 7°91

15 : 0O 190N 1-432000 1901n 51N 32 nn 2 7900 971

Version number 15 Procedure number 1-432000
Page 2 of 32

»p 5y 03 w7 dsrael Accreditation/ ISRAC M7y o002 TP0INS7 T
TIPS YPYD S 790077 7170725 0N FI900T ININD SN nSvmn
ST 510 Onna

ILAC »0IND»37 )IND SV OTTI7 71719777 D207 1003 100 I
o255977 29 5y n7aws dnternational Laboratory Accreditation Cooperation)
JIIVOS O0INIIIT)

, DIV DY ;1IN0 101N, 01099 95D WP INWID N0 DON 2IMAN PRPN DISPN NMIDT YO
© MTaYNN NONOND TPNINDN MYIY TOY  — INNI DDIdNNN ,INN DN D) DN NP
.ISRAC

992 X912 IN 220192 1NN 00999, YT NN JONNRD PYSNN YO ITWY ,00INY P nynd PN
YY¥ AN52) YRIN NYNHNN NNNIDN NYAP XD PN IR IDD DT INNI INND IIND NN PYSHN
TV NONOND TIMINDT MYIN

MTaYN NINONY NNVINDN MYIN

Israel Laboratory Accreditation Authority
79,89 7.1 ,NOWNN NTY 7P NI NI

7015002 N9WN DM

03-9702727 190

03-9702413 DP9

israc@israc.gov.il : 577

Www.israc.gov.il

DYPMYN IRY 95 .QA-2 NNIVYN NPHRN PV ISRAC 2wnn Y DIRMIN NYR BN NT TADN DY DXRN DIVINDD DPMIYD
2017 921V9021 27-1 DTN .T292IDITIN 12 DYDY GPINA DM DMIPIN 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 September 27, 2017




Website: Yes Quality Manual — 2N 7°91

15 : 1O 19010 1-432000 1901n 51N 32 71 3 7900 97
Version number 15 Procedure number 1-432000
Page 3 of 32

$9090 Y DINOTY
The change MMM NPYN TINRD 9yo
Date Article
DY D¥INDN NYNVN NN HNNN YV TPNNPN NPPY | 08.03.2016 TRONN 93
NMYYNM NY999N TIWNY NYI9ON TIWN DY MY | 18.01.2016 TRONN 9o
2Ty naoin | 18.01.2016 TRONN D
ISO Guide 34 ypno mon nn naon | 20.03.2016 00NN 55

DYPMYN IRY 95 .QA-2 NNIVYN NPHRN PV ISRAC 2wnn Y DIRMIN NYR BN NT TADN DY DXRN DIVINDD DPMIYD
2017 921V9021 27-1 DTN .T292IDITIN 12 DYDY GPINA DM DMIPIN 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 September 27, 2017




Website: Yes

Quality Manual — 2N 7°91

15 :199) 7901

1-432000 1901n 51N 32 nn 41900 971

Version number 15

Procedure number 1-432000
Page 4 of 32

10
12
13
14
14
17
19
25
26
27
27
30
31
32

1.0
2.0
3.0
4.0
5.0
6.0
7.0
8.0
9.0
10.0
11.0
12.0
13.0
14.0
15.0

INTRODUCTION
THE SCOPE

093993y 199N
Ny

M990 97>

DY DSINTN

MY

NINN

VYN Y MINN N1

MTAYN NINDNY NMINTD MYAN PN
nEChOR b

21290 1NVNN NPPOY NN

PPV

7IUn Mavap

MY 917930 NN

AYYNNN STIYM MPID 5993 BY NS NNY
MYIN N1NINY MYIT 310N

DYNOD)

Table of Contents

APPLICABLE DOCUMENTS

DEFINITIONS
RESPONSIBILITY

ISRAC’S QUALITY POLICY

ISRAC ORGANIZATIONAL STRUCTURE

THE ACCREDITATION PROCESS

ACCREDITATION AND ASSESSMENT REVIEW COMMITTEE
HEARING AND APPEAL COMMITTEE

SUBCONTRACTING

ISRAC MANAGEMENT SYSTEM
COOPERATION WITH REGULATORS AND GOVERNMENT OFFICES
DOCUMENTS OF REQUIREMENT AND GUIDANCE OF ISRAC

APPENDICIES

1.0
2.0
3.0
4.0
5.0
6.0
7.0
8.0
2.0
10.0
11.0
12.0
13.0
14.0
15.0

)
10
12
13
14
14
17
19
25
26
27
27
30
31
32

DYPMYN IRY 95 .QA-2 NNIVYN NPHRN PV ISRAC 2wnn Y DIRMIN NYR BN NT TADN DY DXRN DIVINDD DPMIYD
2017 921V9021 27-1 DTN .T292IDITIN 12 DYDY GPINA DM DMIPIN 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 September 27, 2017




Website: Yes

Quality Manual — 2N 7°91

15 :199) 7901

1-432000 1901 5

32 7 5900 971

Version number 15

Procedure number 1-432000

Page 5 of 32

1.0 INTRODUCTION

1.1 Background

In 1993 the Israeli Minister of Economy and Industry
(called then: Ministry of Trade and Commerce) created
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 laboratories,
shall be promoted and the reputation of these
laboratories enhanced. Accreditation of the Israeli
laboratories according to international standards shall

facilitate international trade.

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 ISRAC recognized by the

government for providing laboratory accreditation
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services. ISRAC has also started accrediting inspection
activities performed by laboratories (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 The clients: The Consistent traceable quality of

laboratory services offers their clients a 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.

1.3.2 The Accredited organizations save the cost of
repeated and redundant testing and improve the
communication with their clients. The recognition
ISRAC has gained worldwide allows the reduction of
trade barriers between geographical regions.

1.3.3 ISRAC provides the public and the government
with 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 with

accredited organizations only.

1.3.4 ISRAC promotes international mutual
recognition and harmonization that enables the
lowering of trade barriers through other accreditation

organizations that have similar roles in their respective
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geographical regions, so that the products tested in
Israel shall be accepted worldwide without any
additional testing necessary.

1.3.5 National and international Industry: The
accreditation of inspection bodies forms a solid basis
for national and international trade. The Israeli industry
saves redundant tests in the target countries if the tests
are performed in Israeli accredited laboratories. In the
same manner, Israeli regulators can accept accredited
results from abroad thus avoiding additional tests in
Israel for imported goods. Accreditation is the basis on
which mutual recognition agreements are signed

between countries

1.4 The Israel Laboratory Accreditation
Authority

ISRAC was established by the Israeli Government,
authorized by law since 1997 and now operates as an
independent non-profit public organization. ISRAC is
partially funded 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,
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assessors and experts on how to perform assessments,

with regular updates of the various standards.

1.5 The Board of Directors
The body supervising ISRAC’s activities is the ISRAC

Council which includes seven members:

151 A representative of the Israel Council for
Higher Education.

152 A representative of the Israel Engineering
and Architecture largest association.

153 A representative of the accredited laboratories.
154 A representative of the clients of services
provided by the accredited laboratories.

155 The representative in charge of

standardization in the Ministry of Economy and

Industry
156 A representative of the Ministry of Science.
157 A representative of the Ministry of Finance.

The chairman of the Council is the representative of the

Council for Higher Education.

The chairman determines the Council sessions. These
sessions are held at least twice a year upon a joint
demand by at least three of its members or the
chairman’s decision. 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:

o Determine the procedures and rules that guide
ISRAC's activities and decisions,
e Determine the areas of certification, rules and

international standards according to which
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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.

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

laboratories compliance with:

For testing and calibration laboratories:

ISO/IEC 17025, 1SO 15189

For inspection and testing bodies:

ISO/IEC 17020.

For organizing comparison of skill tests:

ISO 17043.

For the competence of reference material producers:
ISO Guide 34

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

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,

questioners. & ISRAC web site.

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

ISRAC is obliged to give any information demanded
by any citizen provided that customers’ confidentiality

is kept.
2.0 THE SCOPE

The board of directors determines the ISRAC scope of
activities (according to its law). All the activities

regarding the accreditation of conformity assessment
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bodies are performed in compliance with

ISO/IEC 17011. Whenever deemed necessary ISRAC
may relay on additional documents, written within
ISRAC or adopted from other accreditation bodies
around the world and other sources. Recognition is

according to the OECD principles.

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:

2.11 Physical activities & testing

2.1.2 Chemical Testing

2.1.3 Biological testing

2.14 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 telecommunications and alcoholic

beverages.
2.1.6

2.1.7
working according to the GLP guidelines according to
the OECD.

ISRAC handles all types of calibrations.

ISRAC recognizes research facilities

Research facilities including laboratories that perform
pre-clinical research for medicinal products, cosmetics,

food and pesticides.

Remark:
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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.

3.0 APPLICABLE DOCUMENTS

3.1 Israeli Government Registrar (Yalkut
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 A2/01 IAF/ILAC: Multi-Lateral Mutual
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Recognition Arrangements (Arrangements):
Requirements and Procedures for Evaluation of a
Single Accreditation Body.

3.6 ILAC/IAF A3: IAF/ILAC Multi-Lateral Mutual
Recognition Arrangements (Arrangements): Narrative
Framework for Reporting on the Performance of an

Accreditation Body - A Tool for the Evaluation Process

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

3.8 EA 2/02: EA Policy and Procedures for the
Multilateral Agreement.

3.9 EA 2/13 M: EA Cross Border Accreditation
Policy and Procedure for Cross Border Cooperation
between EA Members

3.10 ILAC P13: Application of ISO/IEC 17011 for
the proficiency testing activities

3.11 I1SO/IEC 17043: Conformity Assessment -
General Requirements for Proficiency Testing.
3.12 1S0O / IEC 17025: General Requirements for the
Competence of Testing and Calibration laboratories
3.13 1SO / IEC 17020: Conformity Assessment --
Requirements for the Operation of Various Types of
Bodies Performing Inspection

3.14 1S0O 15189 Medical Laboratories --
Requirements for Quality and Competence.

3.15 I1SO Guide 34: General requirements for the

competence of reference material producers.

3.16 Document number 1-200000: GLP Manual
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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 Assurance manager of ISRAC is responsible
for the administrative and operational compliance with
the quality manual and associated documents. The
Quality manager assures, among other quality related
activities, the implementation of these 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 in accordance with internationally
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agreed standards and guides with pivotal emphasis on
compliance with

ISO/IEC 17011

ILAC and EA policy document related to accreditation

bodies

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 in Israel or testing activities as part of

inspection.

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 certification
bodies providing calibration, testing and inspection
services. 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
6.3.1

ISRAC is Committed:

To implement its policies and procedures in
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a non-discriminating manner.
6.3.2
available to everyone that requests accreditation in

To assure that access to accreditation is

areas where the ISRAC is working (in accordance with
restriction by law)

6.3.3
only upon compliance with the standards: ISO/IEC
17025, ISO 15189, ISO/IEC 17043, ISO/IEC 17020, ISO

To assure that accreditation is contingent

GUIDE 34, according to the organization’s activities.

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

maintain impartiality and abide high integrity norms:

To ensure that accredited organizations

To make its services accessible to all applicants whose
requests for accreditation fall within the activities (see
4.6.1) and the limitations as defined within ISRAC's
policies and rules. Access shall not be conditional upon
the size of the applicant CAB or membership of any
association or group, nor shall accreditation be
conditional upon the number of CABs already
accredited, according to ISO/IEC 17011 sec 4.3.3..

6.3.5

properly trained, exhibit public service at its best and

To ensure that ISRAC employees are

are free from any commercial, financial and other
undue pressures, which might influence the
accreditation process.

6.3.6

compliance, consistency, transparency and integrity in

To assure that ISRAC shall maintain

its daily conduct and when fulfilling its obligations.
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6.3.7 To assure maintenance of confidentiality
when applicable.
6.3.8 To promote and nurture candid and open

relations with other accreditation/certification bodies.
6.3.9
implementation of quality related policies and

To assure allocation of resources for the

procedures.

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

6.3.11

bodies when relevant.

To cooperate with the Israeli Regulatory

6.3.12 To actively participate in international
decision making committees (ILAC, EA, OECD) as
well as other relevant activities.

6.3.13

recognition of foreign accredited laboratories’ results

Promote the accreditation in Israel and the

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.

2521 NPTIO YY NPHY NPVIND 6.3.7
VT 92TV DN
DXMND DD DXON NIV DTPD 6.3.8

.DYNN N21N0N 291 DY

6.3.9
DINRD ©NYPN DONINM NP TRN DIWM)

DXANRVN DY NINRNPN NOPVIAND

MWINA PRNN NV OTPY  6.3.10
.Y MITIVN MONODIND MITIVNH MYIN

NN DY MOWI vy 6.3.11
STNNN DY DYRIY

6.3.12
, ILAC, OECD) mvuonin nvapd nymno»a

M DY 19N G NNWND

MINN NPVINTT MMV D) NI (EA
NN YNV Moo IR DTRPY  6.3.13

MTIYN NMIRXINA OMNVININ DY NN
9MN2 MO

MY MY pvn wmns  6.3.14
297 P YSINN 5N MYIN MY .5"MNa
TN NNON PMIN N DNON PNIN NYPA
ILACH EA, OECD nyy1Hha mavnnn
YN NNYIN NYIND) N XY

DMNIN NINON : 2-000001 19501 HMI NN
NN 990N 9N DY NNva

6.3.15

S5y DYMINNN 9991 ILAC Sy EA Sw N1onn
YNV OMMNN DY Y)Y NIONN DION

NTYND WTIND NINH MIVIN

NPYDY 9PN IN NTRYNI

DYPMYN IRY 95 .QA-2 NNIVYN NPHRN PV ISRAC 2wnn Y DIRMIN NYR BN NT TADN DY DXRN DIVINDD DPMIYD
2017 921V9021 27-1 DTN .T292IDITIN 12 DYDY GPINA DM DMIPIN 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 September 27, 2017




Website: Yes

Quality Manual — 2N 7°91

15 :199) 7901

1-432000 1901 5

32 n 18 990n 97

Version number 15

Procedure number 1-432000

Page 18 of 32

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 Principles of Good Behavior

7.1.1
assessors, sign an agreement of confidentiality before

All ISRAC employees, including experts and

commencing any work. The procedure details all
measures taken by ISRAC to maintain customer
confidentiality, see procedure number 2-421003:
Confidentiality and form number T2-421003-01E:
Confidentiality Agreement.

7.1.2
obliged to act according to assessor ethical principles
see form number T2-520001-07E: ISRAC's code of

conduct.

All ISRAC assessors including experts are

In addition the lack of conflict of interest is verified
prior to every activity.

7.1.3 According to sec 25 in ISRAC's low (1997),
ISRAC's employees are public service employees
according to the public service-gifts low (1979).

The public service-gifts low said that the public servant
is not allowed to accepting any gifts, unless the gift is
"small value given by the customary and reasonable

under the circumstances™ (Article 2 in the law).

7.1.4  All ISRAC assessors including experts are
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obliged not to advise the accredited organizations.

7.2 Assessors

ISRAC employs external assessors and consultants
although, when necessary, the Deputy Manager,
Division heads and the Quality manager may also act
as lead assessors and or technical assessors in their
field of expertise. ISRAC aspires to recruit reputable
experts with previous practical and managerial
experience in the conduct of laboratory work or
certification 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 being
impartial, 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 according to them. ISRAC monitors, on a regular
basis, its assessors’ performance and takes corrective

action when necessary.

See procedure number 2-520001: Choosing, training

and certification of assessors.

8.0 THE ACCREDITATION PROCESS

8.1 All following documents are published in IRAC
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web site home page/ publications:
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
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 15189.

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

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

The accreditation procedure is detailed in the above

documents and is general described below:

8.2 The process for an accreditation for a

organization is as follows;

An organization inquires 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,
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experience and assessors required for the assessment
and evaluates the cost (a pre-assessment may be
suggested if relevant) > A Quotation is sent to 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 contract 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 lead assessor, approves the yearly work
plan, budgeting and planning of assessments. If the
Head of Division is also the lead assessor 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

organizations seeking for accreditation information

ISRAC prepared a document that present to

explaining ISRAC 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
assessed against the relevant sections of:

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

All applicant and accredited bodies are

8.3.3

and submit a form presenting the organization and the

Applicant bodies are expected to complete

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. The 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 hours informative meeting. It is the policy of
ISRAC to avoid any conflict of interests at all stages
and levels of activities. The organizations are therefore
encouraged to indicate any situation where they feel a

conflict of interests 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.

For the list of documents that an organization is
required to submit prior to an assessment see procedure

number 1-000014: Preliminary requirements to
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accreditation / re-accreditation / extension /
surveillance/

The procedure is available in Hebrew only
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.

8.6.1.2  For medical laboratories: 1SO 15189.
8.6.1.3  For inspection bodies: ISO/IEC 17020.

For testing and calibration laboratories

8.6.1.4  For bodies organizing comparison of skill
tests: ISO/IEC 17043.

8.6.2
procedures, ext.) according which the accredited

The applicable documents (standards,

activities are performed

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

8.6.4 The surveillance agreement between the
organization and ISRAC (see ISRAC Web Site /ISRAC
& accreditation services)

8.6.5

to specific field of accreditation.

Technical requirements published in regard

8.7 Extension of Accreditation

Organizations may apply to ISRAC for the purpose of
extending their accreditation scope at any time. The
relevant head of division evaluates each application for
extending the scope on a case-by-case basis.
Organizations standing before re-assessment shall be

evaluated for their complete scope, including the
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requested extension.

8.8 The Assessment

Assessments are carried out by an ISRAC lead assessor
or by a contracted, authorized Lead Assessor. 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 compliance with the applicable
standards and that its employees are competent in
performing their work.

Assessment teams consist of a Lead assessor and the
appropriate number of technical assessors, to cover the
scope of the activities submitted for accreditation. The
lead assessor 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 including the
con-compliance forms which then forms the basis for
the applicant determination of corrective actions, their

implantation program and subsequent assessments.
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
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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 performed by the laboratory is
done according to procedure number 1-681001: Policy
and evaluation of control testing performed by
accredited testing and calibrations 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.

9.0 ACCREDITATION

The ultimate responsibility to award accreditation,
widen 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.
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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
mentioning 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 that its 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

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 the hearing

and appeal committee.
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An organization may appeal against ISRAC intention
for suspension, withdrawal or not to grant
accreditation. The hearing Board headed by an external
expert 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 part or all of its
accreditation is prohibited from using the ISRAC logo
from the date of withdrawal.

See policy number 1-455001: Policy for the use of the
ISRAC symbol.

11.0 SUBCONTRACTING

It is the policy of the Israel Organization Accreditation
ISRAC not to subcontract any of its decision-making

activities.

12.0 ISRAC MANAGEMENT SYSTEM

12.1 Documents
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12.1.1  Writing controlled documents

ISRAC has written a procedure which assures that all
its controlled documents are written in harmonized
format, see procedure number 2-432002: Procedure for
writing controlled documents: Procedures, guides and
technical documents.

12.1.2

Maintaining Documents

Reviewing, Distributing, Updating and

ISRAC assures that its controlled documents will be
distributed to all relevant employees and that all people
working on behalf of ISRAC will use only the updated

version of the controlled documents.

12.1.3 CODING

The controlled documents’ code is built according to

procedure number 2-435001: Defining the documents

at ISRAC, their numbering and electronic maintenance.

12.1.4 1ISRAC’S WEB SITE MANAGEMENT

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

document control system. The web site is updated
within a month of any change in the information
displayed on the site. The web site contains general
information about ISRAC, accreditation requirements,
how to contact ISRAC, how to apply for accreditation,
ISRAC’s newsletter and the directory of ISRAC’s
accredited organizations. See procedure number
2-000005: ISRAC Web site maintenance.

12.2 Corrective, Preventive Activity

ISRAC assures performance of corrective and

D97an oYanon Ny 12.1.1

72NN D NN KN NIAND MYIN

2NN NN L,NTNN NN 1IN OMP1NN
D001 NN HNN :2-432002 19501
LDMVNINPN DYINDN NDTTN 0NN : OMIPIN

09N NYINY N1y N8N ,N9pa 12.1.2
D7129N DYDNDNN D NNYVIN MYIN
) MIYIA DMVINDIN DITYD INY

P77 VIDOY WY NNYLN DIV DIVIND
.DOTIYN DMIPIN DIDNDNA

Moo 12.1.3

NOIYN Y DIPIANN DIINDNN NIDN
:2-435001 9901 5NN 29 DY ¥YXIAN MDOND
DNPINN 0NN ,MYI D¥DNON NITHIN
avnna

MYAN YY VIIVINN RN 1214

PoN NN Www.israc.gov.il ,mwan InNN

95 .0°N0NN SV TIYINN NIPA NIIWNN
YTIN TIN 1DTYNN INN ININD YTININ

Y59 YT D310 INNRN .OMPY VN TINND
Y T, N0NONN MWAT,MYIn by
,N2N0NY NYPA WINY T, My DY WP
DMNIND NV (NNMVYIN) MYIN DY
YN T DY ©ONOINN

NN NPNNN : 2-000005 9901 DM NN
.MVAN DY VITVINN

NN NP Mys 12.2

NIPNN MY VN NNV MYIN

DYPMYN IRY 95 .QA-2 NNIVYN NPHRN PV ISRAC 2wnn Y DIRMIN NYR BN NT TADN DY DXRN DIVINDD DPMIYD
2017 921V9021 27-1 DTN .T292IDITIN 12 DYDY GPINA DM DMIPIN 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 September 27, 2017



http://www.israc.gov.il/
http://www.israc.org.il/

Website: Yes

Quality Manual — 2N 7°91

15 :199) 7901

1-432000 1901 5

32 70 29 7900 97

Version number 15

Procedure number 1-432000

Page 29 of 32

preventive actions according to procedure number
2-432006: Corrective, preventive and feedback
Actions.

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 Deviation from ISRAC’s Policy or Procedures
ISRAC assures report on deviations from its procedures
according to procedure number 2-432009: Handling
deviations from ISRAC policy and rocedures.

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.

A quality organization 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.

12.3.1 Complaints Handling

Procedure number 2-432007: Procedure for dealing
with complaints

A complaint is defined as 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
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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).

12.3.2 Internal Audits

Procedure number 2-432008: Internal audits at ISRAC.

The purpose of an internal quality audit is to 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.

12.3.3 Management reviews in ISRAC

Procedure number 2-432010: Management Review.
The Management Review is an activity essential for the
executives of the ISRAC in order to fulfill their
management responsibility under the Quality System

umbrella. The review is performed at least once a year.

13.0 COOPERATION WITH REGULATORS
AND GOVERNMENT OFFICES

ISRAC is a national organization that operates

according to the instructions of different regulators and
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government offices.

Accreditation might become obligatory when the
regulator requires it. ISRAC is actively discussing its
role 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 DOCUMENTS OF REQUIREMENT
AND GUIDANCE OF ISRAC

ISRAC develops upon require policy, requirements, &
guidance documents in subjects relevant to the
accreditation.

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

1411
Calibration/measurements

See procedure number 1-661002: ISRAC Policy on
traceability and uncertainty of measurement, which is
publish on ISRAC's web-site.

Traceability and uncertainty of

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

of proficiency testing in accredited testing

Policy for the evaluation and performance

laboratories

See procedure number 1-681001: Policy and
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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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