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PREAMBLE
The scope of accreditation of a Conformity Assessment Body (CAB) is the formal statement issued
by an Accreditation Body (AB) of the specific conformity assessment activities which a CAB is
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accredited for and hence competent to perform. The minimum information (scope parameters)
needing to be included in the scope of accreditation is detailed in ISO/IEC 17011 Sub-clause 7.8.3.

Scopes of accreditation are specific when defining the conformity assessment activities for which
a CAB is accredited. Accordingly, a CAB cannot modify the activities covered without advising
the AB and undergoing some level of assessment.

When a CAB requests an extension to its scope of accreditation, the assessment approach will be
dependent on whether the scope is flexible or not and on the AB’s procedures.

Flexible scopes of accreditation may allow a CAB to claim accreditation for changed
methodologies or other scope parameters in accordance with the procedure(s) defined by the AB.

1-PURPOSE

The purpose of this publication is to provide guidance to ABs in how to describe scopes of
accreditation in order to allow an effective and harmonised application among ILAC signatories
in relation to the relevant International Standards.

2- Scope
This document is used in IACLD for accreditation of medical laboratories.

3-Responsibility
3-1 The Accreditation Executive manager is responsible for the implementation of this
document.

3-2 The Accreditation manager is responsible for general supervision over the implementation of
this document.

4-Terms and Definition
For the purpose of this document the terms and definitions given in;

[11S0/IEC 17011: Conformity assessment - Requirements for accreditation bodies accrediting
conformity assessment bodies
21 1S0 15189 Medical laboratories - Requirements for quality and competence
Bl |LAC G18:01/2024: Guideline for describing Scopes of Accreditation
And the following definitions apply:

4.1 Scope of Accreditation (ISO/IEC 17011 Clause 3.6)

Specific conformity assessment activities for which accreditation is sought or has been
granted.

4.2 Flexible Scope of Accreditation (ISO/IEC 17011 Clause 3.7)

i e ) sadialy Ciua ¢ sladal
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Scope of accreditation expressed to allow Conformity Assessment Bodies to make changes
in methodology and other parameters which fall within the competence of the Conformity
Assessment Body as confirmed by the Accreditation Body.

5. Principal

5-1 Scope of Accreditation

According to clause 7.8.1 of ISO/IEC 17011, IACLD is required to provide information related
to the scope of accreditation to the accredited laboratory (as a Conformity Assessment Body —
CAB), and to make this information publicly available, in accordance with the requirements of
clause 8.2.2 of the same standard, through the accreditation certificate and other appropriate
means, including publication on the IACLD website.

The minimum information to be identified and declared is based on the relevant items in clause
7.8.3 of ISO/IEC 17011 and the supplementary details provided in Appendix C of the ILAC-G18
guidance document, as explained in clause 5-3 of this document.

The description and assessment of the scope of accreditation constitute a core part of the
accreditation process.

It is the role of the accreditation body (IACLD) to ensure, with an appropriate level of
confidence, that the conformity assessment body (CAB) is competent to perform all the services
defined in its scope of accreditation.

5-2- Flexible Scope of Accreditation

The main feature of a flexible scope of accreditation is the manner in which grouped items are
described. The grouping of items recognises common competencies required to perform the
conformity assessment activities relating to these items.

Since providing services related to flexible scopes of accreditation is not mandatory for
accreditation bodies, IACLD does not currently offer such services. If it decides to do so in the
future, it will establish, implement, and monitor the necessary requirements based on clause 7.8.4
of ISO/IEC 17011 and the ILAC-G18, including:

The level of detail included in the scope of accreditation will depend on the degree of flexibility
that is offered by the AB. When an AB has granted a flexible scope of accreditation, this should
be clear from the information that is publicly available as required by ISO/IEC 17011 Sub-clause
8.2.2 and the AB’s procedure(s) for how it manages flexible scopes of accreditation.

The benefit of a flexible scope of accreditation is that the CAB has the recognised ability to
modify methodology or other parameters, validate or verify the changes and apply them without
having to request the AB for an extension to its scope of accreditation. Such modifications to
methodology or other scope parameters, however, are not to cover new competencies which have
not previously been assessed by the AB and hence not covered by the scope of accreditation. It
is expected that the AB defines what is considered a new competency.

i e ) sadialy Ciua ¢ sladal
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ISO/IEC 17011 Sub-clause 7.8.4 states when the AB uses a flexible scope of accreditation, it
shall have documented procedures on how it addresses and manages flexible scopes. The
procedure(s) is to include how the AB addresses Sub-clause 7.8.3 Items a) to h) including
specifying how the information required for Items a) to h) will be maintained and made available
on request.

The AB’s procedure(s) for the management of flexible scopes of accreditation can be based on
the degree(s) of flexibility associated with the scope parameters required by ISO/IEC 17011 Sub-
clause 7.8.3. The degree of flexibility awarded can vary between technical disciplines and
conformity assessment activities and the approach should be controlled by the AB taking into
consideration the level of risks associated with the activity.

When granting a flexible scope of accreditation the following requires consideration:

Retention of information of the specific conformity assessment activities conducted by a CAB
under its flexible scope.

The information is to be kept current in order to provide transparency of the conformity
assessment activities covered by the flexible scope.

The process on how this information is to be kept current and available to interested parties is to
be determined by the AB (e.g., the CAB may be responsible for maintaining an up-to-date listing
or the AB maintains the listing which is updated following notification by the CAB).

a) Established responsibilities for the management of the flexible scope.

b) The CAB’s competency to perform and manage modifications including but not limited to the following:

i) access to all the necessary resources (e.g., personnel and authorisations, equipment, facilities);

ii) handling and processing requests for activities not undertaken before but within the boundaries of the
flexible scope;

iii) robustness of validation and/or verification procedures.

The more detailed application and limitation of a flexible scope of accreditation for each type of
CAB mentioned in Items c) - f) and h) of ISO/IEC 17011 Sub-clause 7.8.3 is described in the
Appendices to this document.

5-3- According to the text of Annex C of the ILAC-G8 document, which addresses the scope
of accreditation for medical laboratories based on the 1SO 15189 standard, the following key
points are provided:

1.The scope of accreditation for medical examinations based on 1SO 15189 follows the same
principles as the scope of accreditation of an ISO/IEC 17025 testing laboratory and as required
by ISO/IEC 17011 Sub-clause 7.8.3 Item d).
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2.The scope of accreditation may be supplemented with ‘medical laboratory fields’ (e.g., clinical
chemistry, anatomical pathology, medical microbiology and other pathology disciplines) and if
needed also with ‘medical laboratory sub-fields’.

3.Test /technique /equipment

Examinations are often determined by the instrument (analyser) used and in accordance with the
manufacturer’s instructions/protocol. Thus, a reference to the instrument (name of manufacturer
and version/type) may provide unique identification of the method in the scope of accreditation.

Adding the measurement principle could also be considered.

4.Point Of Care Testing (POCT)

For those POCT laboratories accredited to ISO 22870 in combination with 1SO 15189, the scope
of accreditation is to follow the same principles as for testing laboratories (including medical
laboratories) as required by ISO/IEC 17011 Sub-clause 7.8.3 Item d).

5. Flexible Scopes in Medical Testing
A flexible scope of accreditation in medical testing follows the same principles defined for an
ISO/IEC 17025 testing laboratory flexible scope.

6-Relevant Documents

The criteria for identified scope are provided in this document and, in accordance with this approach,
are applied in related documentation, including the following forms:

6-1-1ACLD-F18, Accreditation Application
6-2-1ACLD-F7, Accreditation certificate

7- References

7-1-1SO/IEC 17011-2017: Conformity assessment -Requirements for accreditation bodies
accrediting conformity assessment bodies

7-2- 1SO 15189: Medical laboratories - Requirements for quality and competence

7-3-1LAC G18:01/2024: Guideline for describing Scopes of Accreditation
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