Website: Yes

Quality Manual — /M2°NN 72991

22 : N9 1901

1-432000 9901 51

41 T 17900 91

Version number 22

Procedure number 1-432000

Page 1 of 41

Yz

n'nINT niwia
niIT2un ndnoa

Israel Laboratory Accreditation Authority

Valid from

TININ 9PIN2

01.06.2026

Effective from

TINNN 2NN

01.06.2026

MONN 7591

Quality Manual

1-432000 2991 5N
Procedure Number 1-432000

Authorized by: $DYIVYNN
Signature — NN Date — 7°9ND Name — oV Position — ‘1pan
. 24.05.2026 NWN/) V) : TN 97N 1Y 1T
Yakir Jaoui Updated by Quality
Manager:
25.05.2026 99 NN 27230 1Y TN
Sk
Etty Feller Approved by General
Manager:

DYPMYN INY 95 .QA-2 MIVYN NPNRN PV ISRAC 2wNND Y DINNIN NIN DN N THDN HYW DTN DM IWVINDD DPNIVD
20265892 25-2 DAIN .TAD2HDHTIN 12 DY GPIN2 DM DIPID 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 May 25, 2026




Website: Yes Quality Manual — /M2°NN 72991

22 : 197 790N 1-432000 9901n 57 41 TN 299010 97

Version number 22 Procedure number 1-432000 Page 2 of 41

P Y N3 i (srael Accreditation) ISRAC 1T 1190070 TPOINITI I
TSP NPV DY 71000 7122735 IOINSTT 710077 IIND SN NOUIn

ST 510 Onna
ILAC 222377 WIND SV >TT7 719977 DI077 NoPa 1w mvin

o500 29 5V nTawd (International Laboratory Accreditation Cooperation)
TIODOI0 OOINIPIT

, DIV 1Y NN 301N ,01099 935 WP INYII N0 D1 NN PPN DINPN MMDT DD
© MTayNn NONDNY TPMINDD MYAY THY  — INN2 DDIANHN ,INN I9IN YD) 1IN NP
ISRAC

992 \’9NY IN 229192 NNY , 00797,V T NN YONRD PYNNN DI TV, 00N, nyny PR
Y 2AN52) WX NWNNT NNNIDN NP XD PN IN DD ,NT INND AN 1NN NN OYSNHN
YTAYN NONONY PNINDT MYIN

MTaYN NINONY NINVINDN MYIN

Israel Laboratory Accreditation Authority
79,89 .71 ,NMIYNN NTY NP NI /N7

7015002 N9WN H1)

03-9702727 150

03-9702413 Oopo

israc@israc.gov.il : 9"NyT

www.israc.gov.il

DYPMYN INY 95 .QA-2 MIVYN NPNRN PV ISRAC 2wNND Y DINNIN NIN DN N THDN HYW DTN DM IWVINDD DPNIVD
2026 >N 25-1 DATIN .T2Y2IDHTIN 12 DY GPINA DM OMIPHIN D1N

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 May 25, 2026




Website: Yes Quality Manual — /M2°NN 72991

22 : 1D 190N 1-432000 9901n 57 41 YO0 37900 97

Version number 22 Procedure number 1-432000

Page 3 of 41

9190 YV DIy

The change MM NPV | Date TIND | Article 9yo
Comprehensive review N»N1A 5515 NAMI NPPO 17.05.2026 95
including applicable monrnm LY 570N General

documents and referring Global —vnn »»an gy

to the new international ACI

organization — Global

ACL

Improvement initiative PTANN 2496 MY NV 26.01.2026 53.6

511 51939 129N : 329 9999
MIN 13N :2-421001
.DXPPON MITHM

2496 from internal audit
329: reference to
procedure 2-421001:

Organization and job

descriptions.
Refer to actions dealing M0 MON»NN 17.05.2026 12.6
with risks and initiating DI NP0 BY MTTINNN

NTNYY MY NPPNTIN
VAN YTy

improvement initiatives to

meet ISRAC objectives.

DYPMYN INY 95 .QA-2 MIVYN NPNRN PV ISRAC 2wNND Y DINNIN NIN DN N THDN HYW DTN DM IWVINDD DPNIVD
2026 >811 25-1 DITIN .T292HDHTIN 12 DY 4PIN2 OM DMPIIN 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 May 25, 2026




Website: Yes Quality Manual — /M2°NN 72991

22 : DM 190N 1-432000 1901 51N 41 T 4 7900 97
Version number 22 Procedure number 1-432000 Page 4 of 41
073y 19N
5 Nan 1.0
10 mbyon apen 2.0
12 0OV’ D' UNn 3.0
13 man 4.0
14 manR 5.0
14 MYHN HY MINA N1 6.0
17 MTAYN NINVNY NMNIN MYIN MNIN 7.0
19 NNYNN PUNn 8.0
25 P13 NINVNN NVPPYY DTN 9.0
26 'y 10.0
27 YN Mvap 11.0
27 MY 91NN N9V 12.0
30 NIYVNNN STIVNI MPI 991 DY NIV Y 13.0
31 MY HONINY MYIIT 21791 14.0
32 o'nav) 15.0
Table of Contents
1.0 INTRODUCTION 5
2.0 THE SCOPE 10
3.0 APPLICABLE DOCUMENTS 12
4.0 DEFINITIONS 13
5.0 RESPONSIBILITY 14
6.0 ISRAC’S QUALITY POLICY 14
7.0 ISRAC ORGANIZATIONAL STRUCTURE 17
8.0 THE ACCREDITATION PROCESS 19
9.0 ACCREDITATION AND ASSESSMENT REVIEW COMMITTEE 25
10.0 HEARING AND APPEAL COMMITTEE 26
11.0 SUBCONTRACTING 27
12.0 ISRAC MANAGEMENT SYSTEM 27
13.0 COOPERATION WITH REGULATORS AND GOVERNMENT OFFICES 30
14.0 DOCUMENTS OF REQUIREMENT AND GUIDANCE OF ISRAC 31
15.0 APPENDICES 32

DYPMYN INY 95 .QA-2 MIVYN NPNRN PV ISRAC 2wNND Y DINNIN NIN DN N THDN HYW DTN DM IWVINDD DPNIVD
20265812 25-2 DATIN . T292IDATIN 12 DYY GPIN DN DAIPII 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 May 25, 2026




Website: Yes

Quality Manual — /M2°NN 72991

22 : N9 1901

1-432000 9901 51

41 T/ 59900 91

Version number 22

Procedure number 1-432000

Page 5 of 41

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 with
cost-effectiveness thanks to avoidance of repeat
and redundant testing and improvement of
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.

Nan 1.0

ypr 1.1

NMOYYNM NYIY5N W DPN 1993 Miva
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INW DY OIMINDY AN INDN
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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
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 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

HMINDN MYIN DY N nn»n 1.2
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scientifically sound basis for making decisions
based on the received findings. This enhances
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.

DN MYIN T DY DHONDINN OMNIN - 1.3.1.1
DOYYYVIN ]77)yﬂ ’b}’:l
IUN NP DN OINK PRYOOYa  1.3.1.2
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NN DI

LBV MYIN NIYIN DNV PRIV Y3
JDINYONN NTYN DY DY PITH L5 Pyoa

DV NOWO MMM :2-421011 'ON HNN NN VIO
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1.3.2.1

1.3.2.2

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,

NYNYN MYIN - DINN 951 D NVIMNI
SY MPYD NPT NN NN
DMINNA .0MNYN OINVININ

NTIVN YT NOVONIN,DIDIDN
VONIN .NIDINN ONIND TNND NONON
IN MYIN NONDN DY WHNYN

YT HY DYINDI DMNIN NINSINA

IN NYIN NN DI0ID MVIN
NOVIVN NNYPNN .NVIVND MY
PANY YY) DMNVIINT DY MYIN DY

2- 7901 NN NININN DINN
D>NVYNI BY NTIAY DM : 000002
Y 0y

NSYMNN DTYND - NSY»HN DTYNN
NN I NNVLIN DYDY NXINY NPPTND
mMyTo DOYTIN MYIN 57230 MYIN
NPT INY) Y)Y PRY Oyl

9910 ,MYIN NI DY DIWAVNN
DNPN DY DIV NNIVID MM
,DPNINDID) OPNINPN ,ODIND
,NNPN 09N ,PNIN YINDN

Y9ND DY YN DINIDN MPPVPID
DN NXYMNN DTYNN 212N .NDNON
PN NININDN NNDIWIN TIND DIPN)
,TT2YN NINONY NNINDT MYIN
NTYND MY .16 PYv 1997

D»NYS MNT MNMPNND NNYMHN
MmN HY NOVIVN NNVPNN .MVYA
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1.3.2.3

1.3.2.4

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 ISRAC Council. 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.

The public

1.3.2.4.1 Comments period for technical

documents - ISRAC gives due notice of

51192 NININND NXYONN DNTYNN DY
S N9IVDY M : 2-421011 99010
IV TN

NMSOYI DY NPANN GON - NNIND - 1.3.2.3
2N .MYIN NXYIN NN MYIN
YYIN TINK DN 0N NNVINN
TPPINDT MVYIN PIN2 NININNDD
.8 PYD,1997 ,MTIYN NONONY
DY MYIN DY NYVIWN NNVPNN
TN 1.5 PYOI NININD NNYIND
N

MN8N 1.3.2.4

- DOV DONONY MWN NMPN  1.3.2.4.1
NPY D 2D WRIN NYTOIN MYIN
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any changes to its requirements of
technical (professional) documents
considering 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 on 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
by the Israeli government, which facilitates its

independence.

ISRAC offices are located at Kineret St. Airport
City, P.O.B 89 Lod.
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Airport 7015002, Israel

Tel: 972-3-9702727

Fax: 972-3-9702413

email: [ISRAC@ISRAC.gov.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:
1.5.1 A representative of the Israel Council

for Higher Education;
1.5.2
Engineering and Architecture largest association;
1.53
laboratories;
1.54
services provided by the accredited laboratories;
1.5.5

standardization in the Ministry of Economy and

A representative of the Israel

A representative of the accredited

A representative of the clients of

The representative in charge of

Industry;

1.5.6

Science;

1.5.7

Finance.

A representative of the Ministry of

A representative of the Ministry of

SN, 7015002 NIWNN 9103

972-3-9702727 : a5V

972-3-9702413 : op9o

ISRAC@ISRAC.gov.il : 20PHN N1

NPINN MV DY INPNHY NN NNYVIN MVIN
DINYY IN DPNNN DIPTIA IWRD TSP
NNOLIAN ,MYIN DYV DXYYIY DMNNON DINDIN
NIYINNI PPO0N 19INT IDID ONY MYIN
SONNPH NYINN DO

NIVONA THRNNY XX NIVIN HY NNPITH
, D720 YIN2D YINI NN PP, T
.DMMVYN DNPNN DY DPTO DINITY TIN

muan nsym 1.5
OV NISYIND NN NMIVIN NP DY NPOND G0N
: DN NYAY NYDIdN MYIN

NY5WN5 DMNN MTOMN PN 1.5.1
;M2

790N NN AN NDIND P8 1.5.2
; DY9ITNY DOTINN DY INPA NTHN

; MONOMN MTAVNN PNy 1.5.3
MTAVNN MY DwnRnwNn »8) 1.5.4
; MYIN NDNONVY

99950 TIvNa NYPNN Yy Mmnn 1.5.5
; TOVYNM

VTN TIVN N 1.5.6

ANIND TIVR PN 1.5.7
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The chairman of the Council is the representative

of the Council for Higher Education.

The Council sessions are held at 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.

e 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 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, 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
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is conditional upon the laboratory's compliance
with:

For testing and calibration laboratories:
ISO/IEC 17025, ISO 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 pre-clinical test
facilities that work according to OECD-GLP
principles and to clinical test facilities operating
according to the European document
EMA/INS/GCP/532137/2010 (for additional
information see document number 1-200000:
GLP Manual).

The monitoring system for GLP (Good
Laboratory Practice) is international. The
monitoring system for GCLP (Good Clinical
Laboratory Practice) is national, thus the
recognized test facility is responsible for making

sure that the studies are recognized worldwide.

1.7 Adoption of International Documents

ISRAC adopts Global ACI, ILAC and EA

affirmative documents for accreditation.

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

: DYDY NPT MTAVNHYD
ISO/IEC 17025, 1SO 15189
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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
website. 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.

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
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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:

2.1.1 Physical activities & testing

2.1.2 Chemical Testing

2.13 Biological testing

2.14 Non-destructive activities & Testing
2.1.5 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,

Transportation.
2.1.6
calibrations.

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

ISRAC handles all types of

ISRAC recognizes research facilities

Research/test facilities include laboratories that
perform pre-clinical research for medicinal

products, cosmetics, food and pesticides.
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2.1.8
working according to the GCLP document

EMA/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.

3.0 APPLICABLE DOCUMENTS

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.

Israeli Government Registrar (Yalkut
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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 ENV/MC/CHEM(98)17, OECD (1998),
OECD Principles on Good Laboratory Practice,
OECD Series on Principles of Good Laboratory
Practice and Compliance Monitoring, No. 1,
OECD Publishing, Paris.

3.6 EMA/INS/GCP/532137/2010, Reflection
Paper for Laboratories that perform the Analysis
or Evaluation of Clinical Trial Samples (GCLP),
of the European Medicines Agency.

3.7 TAF/ILAC A2: IAF/ILAC Multi-Lateral
Mutual Recognition Arrangements:
Requirements and Procedures for Evaluation of a
Single Accreditation Body

3.8 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

3.9 ILAC P4- ILAC Mutual Recognition
Arrangement: Policy and Management.

3.10 ILAC-P5 ILAC Mutual Recognition
Arrangement: Scope and Obligations.

3.11 Global Accreditation Cooperation
Incorporated-MRA-001: Multilateral
Recognition Arrangement: Structure, Scope and

Obligations.
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3.12 Global Accreditation Cooperation
Incorporated-MRA-002: Multilateral
Recognition Arrangement: Management of the
Global Accreditation Cooperation Incorporated
MRA.

3.13 Global Accreditation Cooperation
Incorporated-MRA-003: Policies and Procedures
for the Management and Expansion of the Scope
of the Global ACI Arrangement.

3.14 Global Accreditation Cooperation
Incorporated-MRA-004: Requirements and
Procedures for Evaluation of a Regional
Cooperation Body

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

3.16 EA-2/02: EA Procedure for the
Evaluation of a National Accreditation Body.
3.17 EA 2/13 M: EA Cross Border
Accreditation Policy and Procedure for Cross

Border Cooperation between EA Members

3.18 ISO/IEC 17043: Conformity Assessment -
General Requirements for Proficiency Testing.
3.19 ISO/IEC 17025: General Requirements
for the Competence of Testing and Calibration
laboratories

3.20 ISO/IEC 17020: Conformity Assessment
-- Requirements for the Operation of Various
Types of Bodies Performing Inspection

3.21 ISO 15189: Medical Laboratories --
Requirements for Quality and Competence.
3.22 ISO 17034: General requirements for the

competence of reference material producers.
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3.23 Document number 1-200000: GLP

Manual.

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
assures, among other quality related activities,
the implementation of this manual and any
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, starting 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
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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,
Global ACI, ILAC and EA policy document
related to accreditation activities. A cross-
reference table to ISRAC documents is published
at the website under: Publications -> EA, Global
ACI 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.

ISRAC recognizes other Global ACI-MRA /
ILAC-MRA signatories accreditation bodies.

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 CABs. As
means to achieve its goals ISRAC is committed
to excel in its conduct and comply with the

principles laid down by the above standards.
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6.3 ISRAC is Committed:
6.3.1

procedures in a non-discriminating manner

To apply its ISRAC’s policies and

(section 7.1).
6.3.2

is available to everyone that requests

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, ISO 15189, ISO/IEC
17043, ISO/IEC 17020, ISO 17034, according to

To assure that accreditation is

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

impartiality and abide high integrity norms as

To ensure that organizations maintain

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

6.3.5 To ensure that ISRAC employees are

properly trained, exhibit public service at its best,

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

6.3.6

compliance, competence, consistency,

To assure that ISRAC shall maintain

transparency, and integrity in its daily conduct
and when fulfilling its obligations. See also
procedure 2-421001: Organization and job

descriptions.
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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 bodies.
6.3.9 To assure allocation of resources for
the implementation of quality related policies
and procedures.

6.3.10

in the performance of the ISRAC and its

To promote continuous improvement

associated accredited laboratories.
6.3.11  To cooperate with the Israeli
Regulatory bodies when relevant.

6.3.12  To actively participate in international
decision-making committees (Global ACI, 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, Global ACI 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 Global ACI-MAC and all signatories to the
MRA, MLA, as soon as possible of any

significant changes that have occurred in its
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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.
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
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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 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 annual assessor training emphasize the
importance of these issues.

In addition, once a year every local assessor must

fill appendices 3-4 to document their various

activities to identify any potential for impartiality.

7.1.2.3  Assessment Planning and Performance,

procedure number 2-623001

Special attention to impartiality is given at all
stages of the assessment (planning, performing,
handling of the assessment results). A lack of
conflict of interest is assured before each
assessment. Potential impartiality is routinely
evaluated with the relevant assessor and CAB.
In addition, efforts are made to avoid performing
assessments by the same assessor over time

consecutively, to avoid the "familiarity threat".

7.1.2.4  The Decision Process Regarding

the Accreditation Status of

Conformity Assessment Bodies,

procedure number 2-651001
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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 to discuss the mentioned assessment.

7.1.2.5 Hearing, procedure number 2-651002

A CAB, which the Accreditation and Assessment
Review Committee reached a decision in its
regard to suspend or withdraw its accreditation/
recognition, may submit an appeal to ISRAC to
hold a hearing regarding the committee’s
recommendation.

A Hearing Committee to be appointed by the
General Manager shall hear the CAB's claims,
and shall recommend whether a cancellation or
change of the decision to suspend, terminate, or
renew the accreditation or recognition for the

CAB partially or fully.

7.1.2.6  Nomination and Operation of ISRAC

Committees, 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.

7.1.2.7 Internal Audits, procedure

number 2-432008
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Personnel performing internal audits will be

different from those who perform the activity.

7.1.2.8  Israel Laboratory Accreditation

Authority law (1997), article 25

ISRAC's employees are public service
employees according to the public service-gifts
law (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).

7.1.2.9 Management of Risks and

Opportunities, procedure

number 2-432011

ISRAC operates on an ongoing basis to identify
risks and opportunities to reduce the potential
for impartiality. ISRAC identifies, analyses,
evaluates, treats, monitors, and documents the
risks to impartiality arising from its activities
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 ISRAC's policies, processes and
procedures shall be non-discriminatory and shall
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
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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 Among the means intended to prevent
intimidation are reporting of deviations and
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
experience in the conduct of laboratory work and
quality management.

Candidates for 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,
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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
organization and to be sent to ISRAC during the
request process for accreditation or re-

accreditation.

Document number 1-611005: Checklist for
compliance to ISO/IEC 17025.

Document number 1-611014: Checklist for
compliance to medical laboratories ISO 15189.
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 ISO 17034.
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The accreditation procedure is detailed in the
above documents and is generally 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 2 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
the organization 2 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
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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 explaining ISRAC's requirements
and the accreditation process see procedure
number 1-611002: Regarding ISRAC and the
accreditation process- requirements and
guidelines.

8.3.2

assessed against the relevant sections of the

All applicant and accredited bodies are

accreditation standards:

ISO/IEC 17025, ISO/IEC17020, ISO/IEC 17043,
ISO 17034, and ISO 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
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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

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  For testing and calibration laboratories

except for medical laboratories: ISO/IEC 17025.
8.6.1.2  For medical laboratories: ISO 15189.
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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: ISO
17034.

8.6.2 The applicable documents (standards,

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

8.6.3 ISRAC policy documents and
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

regarding a specific field of accreditation.

The surveillance agreement between

Technical requirements published

8.7 Extension of Accreditation

CABs 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. CABs 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,
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preparation of assessment report including
required corrective actions.

Assessments are carried out 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.

See procedure number 2-623001: Planning and

performing the assessment.

8.9 Surveillance of Accredited CABs

ISRAC conducts surveillance and reassessment
visits to monitor the continued compliance of
accredited bodies with the applicable standards.
Additional assessments are conducted in case
complaints are investigated. Additional
surveillance visits may be conducted during an
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
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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 Testing and Calibration
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 and form number T2-
671001- 01: Surveillance agreement with

accredited organizations.

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 its accreditation using appropriate
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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.

9.1 Accreditation Suspension/Termination

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
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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 Using the accreditation symbol

and other claims for

accreditation
Accredited bodies are entitled to use claims of
accreditation and 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 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.

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
Updating and Maintaining Controlled

Writing, Reviewing, Distributing,

Documents
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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 accredited organizations.
See procedure number 2-000005: ISRAC Web
site maintenance.

12.2 Nonconformities, Corrective Actions,

and Improvement

ISRAC assures performance of corrective and

preventive actions and improvement initiatives.

An organization operating under a quality system
should make sure that it learns from mistakes and

from unanticipated situations and improves itself
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constantly. Each nonconformity should be
documented, discussed, and studied. Analysis of
nonconformities might lead to corrective 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.

See procedure number 2-432006:
Nonconformities, Corrective Actions, and
improvement.

12.3 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.

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.

12.4 Internal Audits

The purpose of an internal quality audit is to

provide information as to the state of compliance
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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 to reach conclusions
regarding future activities and is part of the
organization improvement process.

See procedure number 2-432008: Internal audits
at ISRAC.

12.5 Management Reviews in ISRAC

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

12.6 Management of Risks and
Opportunities

ISRAC acts to mitigate risks and seize
opportunities to increase the effectiveness of the
management system and reach its objectives. 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.
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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 topics relevant to accreditation.
Those documents are published on ISRAC
website and are available to accredited CABs.
Below are some examples of those documents:
14.1.1
Calibration/measurements

See procedure number 1-661002: ISRAC Policy

Traceability and uncertainty of

on Metrological Traceability, Uncertainty of
Measurement and Reporting Statements of
Conformity, which is publish on ISRAC's
website.

14.1.2  Validation of organization methods

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

14.1.3

performance of proficiency testing in

Policy for the evaluation and

accredited testing laboratories
See procedure number 1-681001: Policy and

evaluation of control testing performed by
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accredited testing and calibrations laboratories,

which is publish on ISRAC's website.

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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