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1.0 INTRODUCTION

The Israel Accreditation Authority (ISRAC) is a
national agency founded in order to accredit and
officially approve the professional capabilities of an
organization. In doing so ISRAC enables the
organization’s customers and regulators to have
confidence in the results of tests/ measurements/
calibrations and certifications performed by the
organization. Therefore ISRAC serves as an executive
agency for the inspection activities of the different
regulators, both in the fields of certification and
acquisitions. In certain cases the regulator requires an
accreditation certificate from ISRAC as one of the
conditions for recognition.

The regulator also uses ISRAC accreditation or the
results of conformity assessment bodies (CABS)
accredited by ISRAC as a basis for granting approval/
permits or legal persecution, as the regulator always
reserves the right to perform additional tests,
unannounced assessments, sample testing, etc. as
required. In addition, representatives of the regulator
may participate in the performance of assessments,
either as observers, who do not actively participate in
the assessment, or as approved assessors, who
underwent an ISRAC assessor course according to

international legislation.

2.0 PURPOSE

The purpose of this procedure is to determine set rules
for working with regulators, which are the
governmental authority regarding regulation,
standardization, and inspection of an activity, on

behalf of the various governmental offices.
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3.0 SCOPE

This procedure describes the following:

3.1 Activities that should be performed in order to
achieve cooperation with regulators.

3.2 Activities that are performed today with the
different governmental offices which have chosen to
work in cooperation with ISRAC.

4.0 APPLICABLE REFERENCE
DOCUMENTS

4.1 ISRAC law, 1997.

4.2  Procedure number 2-421004: Extending or
Discontinuing of Fields of Activities.

4.3  Procedure number 2-421001: Organization and
job descriptions.

4.4 Procedure number 1-000023: Definitions used
in the Israel Laboratory Accreditation Authority's
documents

4.5 ISRAC guidance documents for specific
subjects are published in ISRAC web site:
home/publications.

4.6 EA-INF-07: National Accreditation Body
Communication with National Regulators - Best

Practice Guide

5.0 DEFINITIONS

See relevant definitions in procedure 1-000023.

6.0 RESPONSIBILITIES

6.1 ISRAC general manager is responsible for the

appointment of a liaison (deputy general manager or
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head of department) for each of the regulators
requesting collaboration with ISRAC.

6.2 The liaison is responsible for maintaining a
working relationship with the said regulator, to submit
to the regulator all relevant information and update the

regulator’s requirements routinely.

7.0 THE METHOD

7.1 Identifying Regulatory Fields in which
Cooperation with ISRAC may be needed

7.1.1 ISRAC personnel shall chart and identify all
fields in which regulation is performed in the market.
Each of theses fields shall be reviewed in order to
assess whether conformity assessment bodies, such as
laboratories, inspection bodies and certification
bodies, are used for regulation.

7.1.2
parties whom it is imported to lease with constantly

ISRAC employees will map the interested

based upon the Israel Laboratory Accreditation
Authority law, 1997, article 16.

7.2 Studying the Identified Field

The appointed ISRAC personnel shall study the
identified field through meetings with the regulators
and representatives of the industry, reading
professional material and any other means available.

The subjects to be studied are:

7.2.1 The regulator’s needs.
7.2.2 The legal basis for the regulation.
7.2.3 The professional capabilities of the

regulator regarding the assessment of the bodies on
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which it relays and the definition of its professional
requirements from the regulated bodies.

724
the regulator/interested party, such as: advisory

Do additional professional bodies work by

comities, industrial forum, inspection bodies, etc.
work with the regulator?

7.2.5
activities directly (does it have a laboratory,

Is the regulator involved in the assessment

inspection bodies etc.)?
7.2.6
to perform the regulation by itself?

Does the regulator have sufficient resources

7.2.7

the regulation performed by the regulator? Are there

Have there been problems in the past with

examples of problems of regulators in the world in
this field?

7.3 Communicating with the

Regulator/Interested Party

ISRAC general manager or a liaison appointed by her
shall discuss with the regulator whether it is interested
in cooperation with ISRAC on a specific field of
regulation.

During the discussion the following issues should be
evaluated:
7.3.1
regulator, in which ISRAC can assist.

7.3.2 The legal basis for the cooperation between
ISRAC and the regulator.

7.3.3

conformity assessment bodies. In cases in which the

What is the service required by the

The regulator’s requirements from the

regulator requires technical assistance or services, the
requirement must be defined and ISRAC must assess

whether it has the ability provide this service or an
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advisory committee should be established together
with the regulator.
7.34 Is there a need for training of the regulators,

interested parties or assessed bodies?

7.3.5 Is there a possibility for professional
cooperation and knowledge exchange? Is it possible
to involve technical personnel of the regulator in the
work performed by ISRAC or involve ISRAC
personnel in the work performed by the regulator?
7.3.6 To what degree does the regulator want to
be involved in the accreditation process? The
regulator can be involved in each of the following
processes: a copy from CAB documents, assessments,
accreditation committees, receiving periodic feedback.
The ISRAC liaison shall elaborate the different
options and define the regulator’s needs and interests
for intervention. The participation of the regulator in
the assessment process is a way of building trust in the
process. If the regulator is not interested in taking
part in the process a periodic report according to
section 7.8 shall be submitted.

7.4  After studying the field requested by the
regulator, a decision should be made regarding the
role of ISRAC in it. The decision shall be made
according to the procedure number 2-421004:
Extending or Discontinuing of Fields of Activities.

7.5 Establishment of Cooperation

If it is decided by the General Manager to establish a
new field, the cooperation with the regulator should
be established through an agreement between ISRAC
and the regulator. The process must be made

transparent towards the potential assessed bodies.
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Topics that should be discussed in the agreement
between ISRAC and the regulators:

7.5.1 Areas of cooperation.

75.2 Obligatory requirements from the assessed
bodies.

7.5.3 Timetable for the establishment of
cooperation.

754 An information confidentiality waiver by

the CABs for the purpose of providing information to

the regulator.

7.5.5 Contacting the assessed bodies.

7.5.6 Training the bodies required to receive
accreditation.

1.5.7 The extent of the regulator and its

representatives’ involvement in the process and
whether their involvement can help reduce the
accreditation costs.

7.6 Contacting the conformity assessment bodies
inspected by a certain regulator: The relevant ISRAC
lesion shall list the organizations in the field that are
potential ISRAC customers as a result of the
regulator’s requirements. After defining the potential
clients the following actions should be taken:

7.6.1

decision regarding accreditation, including the

Informing the public on the regulator’s

timetable for its implementation.

It is advisable that the announcement be a joint one
between the regulator and ISRAC. However it is
sufficient if the regulator issues an announcement

referring the potential assessed bodies to ISRAC.
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7.6.2
advantages to the accredited bodies.
7.6.3
accreditation and the regulator.
7.6.4

advisory committee or forum for exchanging idea

Information regarding accreditation and its

Definition of the requirements of

Examine the need for the appointment of an

regarding the relevant subject.

7.7 Reporting

Each liaison shall see a report is delivered to the
regulator according to the agreement with the
regulator. Upon request, the report shall be submitted

according to the regulator’s requirements.

A confidentiality waiver shall be obtain from the Cab
for updating regulator (form number: T2-421003-03
Disclaimer: confidentiality).

1.7.1 Notifying the legislative agencies and
authorities
7.7.1.1 The notification shall be made according

to the procedure 2-650001, measures to be taken for
suspension, termination, reduction, voluntary
withdrawal of accreditation.

7.7.1.2

ISRAC web home page in refrance to updates list of

Publication will be made from the

accredited laboratories and the list of organizations
whose accreditation was terminated, reduced, and
voluntary withdrawn (see procedure number 2-
650001).
7.7.13
possessors according to form number T2-000002-20.
71.7.2
Special regulatory requirements for the assessments
are available in form number T2-000002-20.

The report will be to the different

Special Regulatory Requirments
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7.8 Liasion with Regulator

The ISRAC liaison shall contact the regulator in order
to receive feedback on the process and solve problems
that arise along the way. The frequency of the
meetings or discussions shall be decided between
ISRAC and the regulator. The following issues should
be addressed in the meetings:
7.8.1.1 Problems that haven arisen during the
process and their implications on it.
7.8.1.2 Has the quality of the CABs

improved?
7.8.1.3 Is the regulator satisfied with the cooperation
with ISRAC or is it interested in changing its degree
of involvement in the process?
7.8.1.4 Have new needs arisen and can ISRAC be of
aid in their implementation?

7.8.1.5 Has the legal basis of regulation changed?

7.9 Additional means of consultation

with the interested parties

Additioanl means of consultation with the interested
parties are conferences organized by professional
unions, which are used as a stage for presentation of
technical guidance and discussion with the interested
parties. ISRAC uses this platform (as a round table for
example) to discuss issues relating to specific fields of
accreditation, and to hear a wide variety range of
views of the stakeholders following their

representation in these forums.

7.10 Cooperations in the international level

7.10.1

interested parties in the international level and is

ISRAC is a member in forums organized by
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frequently updated concerning the different
publications. ISRAC representatives are active
members in several international organizations:
7.10.1.1.1 European Accreditation (EA)

7.10.1.1.2 International Laboratory Accreditation
Cooperation (ILAC)

7.10.1.1.3 Organization for Economic Cooperation
and Development (OECD)

7.10.2
of the development and management of accreditation

In case of additional required actions as part

schemes, ISRAC is required to turn to the direct
interested parties (aka scheme owners) to ensure their
inveolvement, for example: participate in budget, help
to organize twinning sessions and training by
appropriate agents nationally and internationally
(mostly European oriented) and mutual consideration
whether to add the new scheme to the MRA/MLA.

8.0 DOCUMENTATION

Each liaison shall keep a file for each regulator that
shall hold the following documentation:

8.1 The regulator’s requirements shall be filed in
the directory of standards and regulator’s
requirements.

8.2 Report lists / Reports to the regulator )shall be
kept in the directory of governmental institutions
according to the relevant office).

8.3  Wavers of confidentiality shall be filed in the
confidentiality file, and in folder

organizations/klali/vitor sodiot/regulator name
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