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1.0 INTRODUCTION N1an - 1.0

ISO/IEC 17011 requires that the accreditation body
shall provide information on the accreditation to the
accredited conformity assessment body. The
information can be an accreditation certificate or
other suitable means (e.g. electronic media), which
shall include reference to the scope of accreditation.
The scope of accreditation of a testing, examination
or calibration organization is the precise statement of

the activities which the organization is accredited for.

An organization's scope of accreditation can be fixed
or flexible (see ISRAC definitions procedure, doc.
No. 1-000023).

The scope of accreditation is defined by the
accreditation certificate annex, as described in
Procedure number 2-660001: Certificates and Scope
of Accreditation.

ISO/IEC 17011 standard requires that the
accreditation body shall make publicly available
information about the scope of accreditations of
accredited laboratories.

This document applies to all accredited laboratories

20 OBJECTIVE

The purpose of this document is to provide
information on how to define the scope of
accreditation and to identify criteria of assessing the

scope of accreditation.
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3.0 SCOPE mon 3.0

This document deals with all the aspects related
to fixed and flexible scope of accreditation.
ISRAC's policy gives emphasis to the accredited
organizations in order to define their scope of
accreditation and assure transparency regarding
the activities that the organization performs

under accreditation.

4.0 APPLICABLE DOCUMENTS

4.1 ISO/IEC 17011: Conformity Assessment —
General requirements for accreditation bodies
accrediting conformity assessments bodies.

4.2 ILAC G18: Criteria for the formulation of

scopes of accreditation .

4.3 EA-2/15 M: EA requirements for the
accreditation of flexible scopes.

4.4 EA-4/17 M: EA Position paper on the
description of scopes of accreditation of medical
laboratories.

4.5 Flexible scope for 1ISO15189 accreditation
requires harmonization of scope specificity

M. H. M. Thelen, Journal of Laboratory and
Precision Medicine, 2017; 2; 84

4.6  Procedure number 1-661004: Validation
Policy for Test Methods.

4.7  Procedure number 1-681001: Policy and
Evaluation of Comparison Testing Performed by

Accredited Laboratories
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4.8  Procedure number 2-660001: Certificates and
Scope of Accreditation.

4.9  Procedure number 1-000008: Service orders,
Tenders or Contracts from Testing and Calibration
Laboratories

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

documents.

5.0 DEFINITIONS

For relevant definitions see procedure 1-000023.

6.0 RESPONSIBILITY

6.1 Heads of Divisions, in cooperation with the
Assessment Managers, are responsible for verifying
the implementation of this procedure by accredited
laboratories.

6.2  Accredited laboratories shall verify that the

scope of accreditation draft is full and complete.

7.0 METHOD

7.1  General

The CAB's scope of accreditation shall include the
following:

medical

For testing laboratories

laboratories):

(including

— materials or products tested,;

— component, parameter or characteristic tested,;
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— tests or types of tests performed and, where
appropriate, the techniques, methods and/or
equipment used.

Medical laboratories: At a first level, the scope of
accreditation shall be defined as a medical laboratory
field, such as for example, Haematology,
Immunology, Microbiology, etc. At a second level,
the scope must include the types of examinations /
technical fields. For the description of the scope of
ptioaccreditation for a medical laboratory, the first
and second levels are mandatory, along with a
descrin of the materials and products associated with
these levels.

Calibration laboratories: the calibration and
measurement capability (CMC) expressed in terms
of:

— measurand or reference material;

— calibration or measurement method or procedure
and type of instrument or material to be calibrated or
measured:;

— measurement range and additional parameters
where applicable, e.g. frequency of applied voltage;
— measurement uncertainty.

Inspection bodies: the type of inspection body (as
defined in ISO/IEC 17020);

— inspection schemes, where relevant;

— the field and range of inspection for which
accreditation has been granted,

— the regulations, inspection methods,
standards and/or specifications containing the
requirements against which the inspection is
to be performed, as applicable.

For proficiency testing providers:
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— schemes that the proficiency testing provider is
competent to provide;

— type of proficiency testing items;

— the measurand(s) or characteristic(s) or where
appropriate the type of measurand(s) or
characteristic(s) that are to be identified,
measured or tested.

Accredited organizations may include additional
activities in their scope of accreditation on the basis
that their competence has been evaluated not only to
carry out activities in accordance with previously
evaluated procedures, but also for the development
and validation of their procedures in accordance with
a pre-established system. This kind of scope is called
“flexible scope”.

7.2 Flexible scope of accreditation for
testing laboratories

7.2.1
of the following scope parameters:

Flexible scope can be established for any

7211
the inspected item. This means flexibility that allows

Flexibility concerning the test matrix or

for changes with respect to the tested products within
a given product group. For example, defining a
product as a food product (allowing the testing of
various food products), or fruits and vegetables, or
soil, water etc. This does not include extending the
flexibility to include matrices of other groups. For
example, determination of lead in water and body
fluids, endotoxin testing in dialysis water and in

medical products.

7.2.1.2

of the method. This means flexibility that allows for

Flexibility concerning the performance

changes in the performance of the method for a given
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matrix and a given parameter. For example, the

modification of testing range or uncertainty.

7.2.1.3
This type is flexibility is allowed as long as the

Flexibility concerning the method used.

methods are based on the same principal. For
example, using RFLP, PCR or Real Time PCR as a
method for mutation analysis.

7.3 Provisions for granting a flexible scope of
accreditation are detailed in Procedure number 1-

000019, General Requirements for Accreditation.

7.4  Presenting the scope’s type

A flexible scope of accreditation for testing
laboratories shall be marked with the letter A or C
under the column titled Scope Type and in the
comments column it shall be written that the scope of
the certification is flexible and a reference to the
relevant CAB's document as mentioned in clause
7.3.3 will be made.

7.5 Definition of the Scope of Accreditation

For additional information see procedure number 2-
660001: Certificates and Scope of Accreditation.

8.0 DOCUMENTATION

8.1 Ifatechnology for which accreditation is being
requested does not exist in the technologies database,
the head of the division will act according to form
No. T1-000016-01: request for new technology,
update of technology, cancellation of technology or

harmonization between appendices form.
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8.2  All technologies are documented in Form No. 9901 DNV MTNNN NPNONOVN DD 8.2

T1-000016-03: table of technologies.

DPNONOLN NYAV : T1-000016-03

9.0 APPENDICES o'novsy 9.0
9.1  Form number T1-000016-01: Application form 0970 : T1-000016-01 19on OO 9.1
for the approval of a new technology. NYTN NP0 NN NUpI

9.2 Form number T1-000016-03: Table of

Technologies.

Nn53v : T1-000016-03 9900 oMv 9.2
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