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1.1	ISO/IEC 17011:2017 is an International standard which sets out criteria for Accreditation Bodies (ABs) accrediting Conformity Assessment Bodies (CABs). Subclause 7.8.4 of the standard makes provision for the use of flexible scopes of accreditation, stating:

“When the accreditation body uses a flexible scope of accreditation, it shall have documented procedures on how it addresses and manages flexible scopes”. 

1.2	The purpose of this document is to provide guidance to ABs on the application of flexible accreditation scopes for CABs that certify products or persons with the objective of:  
· facilitating mutual recognition of accreditation processes, specifically the recognition of flexible scopes for mutual acceptance of conformity assessment results; and
· informing CABs and stakeholders (such as regulators, scheme owners or purchasers), whose decisions are guided by the conformity assessment results (e.g. certificates) that are issued by the CABs.

1.3	It is not mandatory for ABs to accredit flexible scopes and the following guidance only applies where the AB chooses to provide this service to CABs.
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This document provides guidance on the application of ISO/IEC 17011:2017 subclause 7.8.4 for the use of flexible scopes of accreditation for CABs that certify products or persons
	Management System Certification is outside the scope of this guidance in consideration of existing guidance documents (e.g. IAF ID1:2014, IAF MD16:2015, IAF MD17:2019, IAF MD22:2019 and ISO/TS 22003:2013).
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For the purpose of this document, the terms and definitions given in ISO/IEC 17011 apply.	
As a guidance document, requirements have been described using the term “should”, which indicates the recognised means of meeting the requirements.
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4.1	In accordance ISO/IEC 17011:2017 subclause 7.8.4, ABs have documented procedures for the assessment and accreditation of flexible scopes and should make these procedures publicly available where appropriate. 

4.2	These procedures should, at least, address the following:

a) defining boundaries for flexible scopes and controls for managing accreditation of flexible scopes;

b) evaluating applications of flexible scope(s) (see 4.3);

c) making accreditation decisions for flexible scope(s); 

d) planning assessments in consideration of risk, complexity and boundaries of the flexible scope;

e) preparing assessment reports to justify the granting of flexible scopes;

f) requiring each CAB to inform the AB of  on change or additional work;

g) reducing and withdrawing of flexibility, which depends upon the nature, implication and severity of the possible non-conformity identified in terms of the management of a flexible scope; and

h) maintain a list of the accredited activities that are covered under the flexible scope for the bulleted items in ISO/IEC 17011:2017 7.8.3 a).  

4.3	When evaluating an application for accreditation of a flexible scope, the AB should consider the level of risk associated with the activity and the applicability for a CAB to have a flexible scope.  

4.4	In considering risk and applicability, the AB should consider the following aspects:

a) the performance / accreditation history of the CAB;

b) CAB’s degree of demonstrated understanding of the ABs rules and procedures for implementing and managing a flexible scope;

c) its knowledge of the CAB and its conformity to the relevant standards and activities;

d) stakeholder/regulator/scheme owner expectations/requirements;

e) location and geographical risks;

f) complexity of the conformity assessment activities;

g) the CAB’s controls for managing a flexible scope;

h) reputational risks to the AB, CABs and the market;

i) stability of the CABs technical personnel who are responsible for the activities relating to the flexible scope; and

j) the maturity of accreditation scheme and its related certification scheme.

4.5	The AB should adopt a risk-based approach to verify that the CAB is competent to manage a flexible scope and to conform with the provisions in clause 5 below.  The AB should justify its approach and ongoing effort for each CAB which is accredited for a flexible scope.

4.6	The risk-based approach should consider aspects detailed in 4.2.1 to determine the appropriate level of sampling to confirm ongoing controls and effective implementation are in place.
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5.1	The CAB should determine exactly what its requirements are, how it can approach this within the framework of the standard used for accreditation, and how it can demonstrate that this approach is fit for its intended use and capable of being maintained within its control.

5.2	The CAB should have a documented design, development and implementation process that it can apply for any additional conformity assessment or to expand into additional areas covered by the flexible scope, but not previously undertaken. The process should, at least, address the following:

a) how the CAB determines the input requirements; 

b) how the CAB develops the conformity assessment activity;

c) how the CAB will validate that it meets the requirements; 

d) how the CAB verifies that it has met the requirements; 

e) the responsibilities for managing the flexible scope and for each set of activities;

f) the contract review process which confirms and informs the customer/enquirer that a request is within the boundaries of its flexible scope; and

g) ensure that information on what is covered by accreditation is transparent and accurate.

5.3	A list of accredited activities conducted under a flexible scope should be maintained and readily available to the AB on request and scheduled periodic reviews should be undertaken to provide up-to-date transparency of the application of the flexible scope.

5.4	The list should, as minimum, contain information detailed in ISO/IEC 17011:2017 subclause 7.8.3 a).

5.5	The CAB’s contract review procedure should detail how it processes a request which is within the boundaries of its flexible scope, but where the activity has not been undertaken before (i.e. not on the list).

5.6	Where a CAB determines it is not capable of issuing valid reports/certificates under a flexible scope, the CAB should:

a) conduct a root cause analysis;

b) undertake adequate corrective actions; and

c) inform the AB in order to review whether the way that the accreditation scope is described must be modified.
5.7	The CAB should be able to demonstrate that the way that it operates is valid, fit-for-purpose, and is undertaken impartially, competently and consistently.

5.8	The CAB should not imply, either directly or indirectly, through any medium that holding a flexible scope is an evident sign that it is more competent than a CAB holding a fixed scope.
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A1	Product standard scope extension

The CAB has demonstrated to the AB that it has the technical resources and knowledge in one particular standard and therefore the flexible scope will allow them to offer certification in other product standards which require similar knowledge competency under the same scheme in the same sector without applying to the AB for a formal scope extension.

A2	Scheme

The CAB is accredited for a regulatory scheme which covers some but not all fields in a particular sector.  Consequently, the CAB develops an identical scheme to cover the same scope but now includes the fields not covered under the regulatory scope.  

Page 1 of 2



Issue No: 1.0	Issue Date: 20 October 2020	Page 6 of 6


image1.png
ASIA PACIFIC
ACCREDITATION COOPERATION




