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1.0 INTRODUCTION Nan 1.0

ISO/IEC 17011 requires that the accreditation body
shall provide an accreditation certificate to the
accredited laboratory, 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).

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.

3.0 ACCREDITATION SCOPE

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

Testing laboratories: the types of tests performed and
materials or products tested and, where appropriate,
the Standard according to which the tests are
performed.

Calibration laboratories: the types of measurements
performed the Calibration and Measurement

Capability (CMC) or equivalent.
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NMZYIN VI W7 PN DY NINONN 9PN
STROM PXIND D

IN MHPYP NPNY DI YNIN DY NONRON 9N
(1-000023 'O THON ,MITHN M) NXI) YIN)

n9on 2.0

NN T YN PADY RO THONN NIV
2y DMPIVIPN NX MM ,NONON 9PN
NONDINN NTIYNIA NINDNN 9PN YIP) O

amon gmn 3.0

: 2192 NNV NTIAYN DV NINON 9PN

,MYXIANN MPPTAN N NN : NPITI MITIVNY
MONMNN M YN ,D¥PTIIN DININND
YXIN NPYTAN PAY YPND

NNV, MYNIANN NITTIN N0 : DD MTavND

Calibration Measurement ) CMC -y 010

L0INPN N (Capability

DIP120 DX DXPMYN INY 73 .MYIN NN ISRAC 2NN DY DIXRNNIN NYN DN N THDN DY DY TR DIVINDD DPIMYD

2014 IN11292 28 MY TINNY 9PINI DM

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. February 28™ 2014




N9NDN 49PN NIHNY DIV
Website Yes . L. g
Criteria for the definition of the Scope of Accreditation
09 : DI 190N 1-000016 : 7901 5NN 14 1 6 99010 97
Version number 09 Procedure number 1-000016 Page 6 of 14

Inspection bodies: the methods, sites or
inspected items and the standard by which the
inspection is done, shall be detailed.

In addition, ISO/IEC 17011 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

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 for laboratories.

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 2-660001: Certificates and

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

7.2 Flexible scope of accreditation for

testing laboratories

7.2.1 Flexible scope can be established for any

of the following scope parameters:

7.21.1 Flexibility concerning the test matrix or
the inspected item. This means flexibility that allows
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
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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

different materials and various possibilities in case

Non-Destructive Testing (NDT) in

that a separate testing order approved by a level 3
inspector.

7.2.1.3
(item/material/analytes). This means flexibility that

Flexibility concerning

allows for addition / changes with respect to analytes.

For example, the extension of mercury determination
to the testing of other trace metals by MS, the
extension of alachlor determination to other
pesticides by GC MS etc. or NDT testing of
various alloys, in different thicknesses and

forms.

7.2.1.4

of the method. This means flexibility that allows for

Flexibility concerning the performance

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

modification of testing range or uncertainty.

7.2.1.5
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.
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7.3 Provisions for granting a flexible scope of

accreditation

7.3.1 A laboratory applying for accreditation or
for extension which includes a flexible scope in
order to be able to establish new or modified
method must demonstrate its technical capability
to validate these methods in accordance with
section 7.2 in ISO/IEC 17025. The application
could include extension for a new specific material,
use of a different technology for performing the test,

development of the basic validation etc.

7.3.2
list appended to the scope of accreditation (under

The laboratory shall clearly indicate in the

responsibility of the laboratory) the scope parameters
for which the flexibility is desired: test matrix, test
material, equipment or test method. The list shall
detail all the parameters within the flexible scope of
accreditation on the date of application, as detailed

below.

7.3.3

ongoing registration of all parameters within the

In any case, the laboratory shall undertake

flexible scope of accreditation. i.e.:

7.3.3.1

matrix, a list of all test matrices.

For flexibility concerning the test

7.3.3.2

material, a list of all test materials.

For flexibility concerning the test

7.3.3.3

a list of all test methods used by the laboratory,

For flexibility concerning the test method,

including modified and developed methods.

990N 9PN YNy ooNn 7.3
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7.3.34

used for the test, a list of all the instruments used by

For flexibility concerning the instrument

the laboratory is required

The list shall be updated and available at all
times, and shall be submitted to ISRAC upon
request.
7.3.4

the responsibilities and shall nominate designated

The laboratory management shall define

competent technical staff, having the technical
abilities including qualification, education,
experience and knowledge requirements, for handling
the requested flexible scope of accreditation.

For example:

7.34.1

the clients of the organization are working in.

General knowledge in the domain which

7.3.4.2

to use the results and about the options/risks the

Knowledge about how the clients intend

clients are dealing with.

7.34.3

based on experience and ability suitable for

Knowledge and technical understanding

developing the procedures applied and analysis
ability on the extent of their reliability, including the
associated uncertainties and understanding about the
individual components contributing to the uncertainty

of these procedures.

7.34.4

experience in the respective field.

Formal education and the years of

7.3.4.5

effectiveness of these training courses.

Training courses in the past years and the

NYXIIN 1 PYona Mo 7.3.3.4
NT2YNN 12 NWONN 53 HY NNV ,NP>TIN
nuNPNYN

,TY 952 NPNT MOTIVN MIN 1T NNV
VYR 9 HY MYIY 100

MNNN NN PTHN DTN NONIN 7.3.4
DY OMINPN MNNYORINN DN NN NPINND
,N19oWN ,NIVON MYIT Y910 NYIOL MmN
NTAVIN NOTIN PTHIN JNIN YT 1PN

94702 NYPHINN MYINIA DOVD NIDINNND

Nawlalolaly!
(NI
MIRD MHNMPY 1 0NNy 7.34.1
.DOY9
,MINSIND IVAND WIWN Dy vy 7.3.4.2

OV DY DXTTINNND NMMPINY NP0/
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7.3.4.6

organizations, standardization organizations, national

Cooperation with scientific

and international organizations, contributing to the
development of the techniques. Participation in
research projects, standardization committees and

scientific committees held by regulatory authorities.

7.3.4.7
processes due to audits and cooperation with clients.

In-house learning and improvement

7.35

that all the activities related to the requested flexible

The laboratory management shall ensure
scope of accreditation are properly recorded. For
example:

7.3.5.1
approval of test methods, e.g. Risk analysis, method

Documentation of the development and

development report, method validation protocol,
method validation report, root cause analysis of

validation failure etc.

7.3.5.2

development of the new method validation.

Assigning a person responsible for the

7.3.5.3

accreditation in order to be able to establish new or

Application for a flexible scope of

modified methods must include demonstration of the
laboratory's technical capability to validate these
methods in accordance with section 7.2 in ISO/IEC
17025.

7.3.54

flexible scope of accreditation, if granted.

Management commitment to support the

7.3.5.5

documentation of activities covered by the flexible

Traceable, comprehensive and clear

scope.

,DYYTH OMMNIN DY NOWI Py 7.3.4.6
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7.3.6

that procedures are in place, detailing the procedures

The laboratory management shall ensure

and responsibilities for the development, change,
conformity, validation and implementation of
methods. The procedures will state the minimum
quality requirements before starting the process of
validation and implementation, or even before
starting the whole development process. These data
must be retained and available for the entire method
life at least, and not less than the time period
required by ISRAC for record keeping.

7.3.7

validated and the laboratory’s capability to perform

New and modified methods must be

the method must be verified before it can be included

in the scope of accreditation.

7.3.8

that methods included in the flexible scope of

The laboratory management shall ensure

accreditation are reviewed periodically by proficient
staff, to ensure conformance to requirements
regarding clients, legislation and standardization,

authorities, standards, market and others.

7.3.9

management system concerning flexible scopes will

When carrying out internal audits, the

be examined including demonstration of the
knowledge requirements and abilities of the
personnel responsible for development as defined by

the organization’s management.

7.3.10  The use of methods that fall under the
flexible scope would be approved by lab’s

management only after completing all the necessary

12N5Y Y3 MVIAN NTAVNN NONIN 7.3.6
NPINKRM D¥IONNN NN DXVINNN DM

OV DIV NMPIND ,NINNNND INYD  MNdad
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MV NPNY
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.19NONN
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procedures and fulfilling the conditions described in

this document.

7.4  Flexible scope of accreditation for

calibration laboratories

Flexible scope is usually not relevant in
calibration, except with respect to the
measured objects, for which in some cases
flexibility is possible. For example, electrical
parameters, where scopes specify measurable
guantities that apply to any instrument which
can be connected to a calibrator - thus the
flexibility is inherent. This inherent flexibility
does not need to be specified in the scope of
accreditation as it applies to all calibration

laboratories.
7.5 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 7.33 will be made.

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.
T1-000016-03: table of technologies.

9.0 APPENDICES

9.1 Form number T1-000016-01: Application form
for the approval of a new technology.

9.2 Form number T1-000016-03: Table of

Technologies.
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