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1.0 INTRODUCTION Nan 1.0

The scope of accreditation of a testing, examination

or calibration organization is the precise statement of

the activities which the organization is accredited for.

The concept of flexible scope has started a few years
ago, and has since found a broad acceptance all over
the world. The concept allows in-time adaptation of

methods to the needs of the clients.

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 SCOPE

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 Standard requires
that the 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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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
Surveillance: the types of activities performed and
materials or products tested and, where appropriate,
the Standard according to which the activities are

performed.

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

4.6 Procedure number 2-000013: Structure of
Certificates and Scope of Accreditation.

5.0 DEFINITIONS

5.1 Standard method

A method developed by a standardization body or by
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other well established organization whose methods
are generally accepted by the technical sector in
guestion and for which validation reference is

available.

5.2  Non standard method

A non standard method developed by the laboratory
itself (in house) or by other parties, such as a research

laboratory, kits supplier or other.

5.3 Test technology

A test technology is the combination of the test
matrix (Group of products )

and field (Type of test), see form number T1-000016-
03: table of Technologies

5.4  Fixed scope of accreditation (Type A)

Accreditation scope whereby the object of
accreditation may not be modified without prior
approval by ISRAC.

5.5 Flexible scope of accreditation
(Type C)

Accreditation scope that allows the laboratory to
adapt accredited methods for testing of new matrices,
or for extending the identified/quantified analytes, or
for using new equipment, and to provide results
within the scope of accreditation without prior
approval by the accreditation body. It should be
emphasized that a flexible scope of accreditation
does not include introduction of new measurement
principles of testing, calibration or examination not

previously covered by the scope of accreditation.
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6.0 RESPONSIBILITY manx 6.0

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
compliance with this procedure when preparing the

scope of accreditation draft.

7.0 METHOD

7.1 The scope of accreditation is defined by the
accreditation certificate annex, as described in
Procedure number 2-000013: Structure of
Certificates and Scope of Accreditation

7.2

7.3 Scope of accreditation flexibility

definition for testing laboratories

7.3.1 Flexible scope can be established for any

of the following scope parameters:

7.3.1.1 Flexibility concerning the test matrix. 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 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
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water and in medical products.

7.3.1.2 Flexibility concerning analytes. This
means flexibility that 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 chlorine
determination to other pesticides by GC MS etc.

7.3.1.3  Flexibility concerning the performance of
the method. This means flexibility that allows for
changes in the performance of the method for a given
matrix and a given parameter. For example, the

modification of testing range or uncertainty.

7.3.1.4 Flexibility concerning the test equipment.
This means flexibility that allows for
replacement/addition in analytical equipment, which
significantly affects the process covered by the scope
of accreditation. For example, introduction of a
robotic DNA extraction system to replace the manual
procedure that was performed during the
accreditation process, introduction of a
PURGE&TRAP system for VOC testing etc.

7.4  Provisions for granting a flexible scope of

accreditation

74.1

for extension which includes a flexible scope, shall

Laboratories applying for accreditation or

clearly indicate in the list appended to the scope of
accreditation (under responsibility of the laboratory)
the scope parameters for which the flexibility is
desired: test matrix, test material, analytical

equipment or test method. The list shall detail all the

72.1.2
DM PDINIIOY DNINT MIVON NMIYRYN
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17374}
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parameters within the flexible scope of accreditation

on the date of application, as detailed below.

7.4.2
ongoing registration of all parameters within the

In any case, the laboratory shall undertake

flexible scope of accreditation. i.e.:

7421

list of all test matrices.

For flexibility concerning the test matrix, a

7.4.2.2 For flexibility concerning the test material,

a list of all test materials.

7.4.2.3 For flexibility concerning the test method,
a list of all test methods used by the laboratory,

including modified and developed methods.

The list shall be updated and available at all times,

and shall be submitted to ISRAC upon request.

7.4.3
staff competence for handling the requested flexible

The laboratory management shall ensure

scope of accreditation. For example:

7.4.3.1 General knowledge in the domain which

the clients of the laboratory are working in.

7.4.3.2 Knowledge about how the clients intend to
use the results and about the options/risks the clients

are dealing with.

7.4.3.3 Knowledge about the procedures applied
and about their reliability, including the associated
uncertainties. Knowledge about the individual
components contributing to the uncertainty of these

procedures.

VN NINDNN 927N D900 §Y23090N
.N2N PYD2 VNI, NYPIAN TYIND )
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7.4.3.4 Formal education and the years of

experience in the respective field.
7.4.3.5 Training courses in the past years and the
effectiveness of these training courses.

7.4.3.6

standardization organizations, national and

Cooperation with scientific organizations,

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

scientific committees held by regulatory authorities.

7.4.3.7
processes due to audits and cooperation with clients.

In-house learning and improvement

744

that all the activities related to the requested flexible

The laboratory management shall ensure

scope of accreditation are properly recorded. For

example:

7.4.4.1 Documentation of the development and
approval of test methods, e.g. method development
report, method validation protocol, method validation
report etc.

7.4.4.2 Assigning a team responsible for the

development of the new method validation.

7.4.4.3 Management commitment to support the

flexible scope of accreditation, if granted.

745

that procedures are in place, detailing the procedures

The laboratory management shall ensure

and responsibilities for the development, change,

conformity, validation and implementation of

mw nspn nvovn 7.3.3.4
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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.

7.4.6
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.

147

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.

7.5 Flexible scope of accreditation for

calibration laboratories

7.5.1

calibration, except with respect to the measured

Flexible scope is not relevant in

objects, for which in some cases flexibility is
possible. For example electrical parameters, where
scopes specify measurable quantities 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.

7.6  Presenting the scope's type
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7.6.1 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 will be made.

8.0 DOCUMENTATION

N/A

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.

,T2YN MPYTAY NONDNN 99PN N 7.5.1
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