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1. Introduction

ISO 9001:2008 has been developed in order to introduce clarifications to the existing requirements of ISO 9001:2000 and to improve compatibility with ISO 14001:2004. ISO 9001:2008 does not introduce additional requirements nor does it change the intent of the ISO 9001:2000 standard.

No new requirements were introduced in ISO 9001:2008 edition but, in order to benefit from the clarifications of ISO 9001:2008, users of the former version will need to take into consideration whether the clarifications introduced have an impact on their current interpretation of ISO 9001:2000, as changes may be necessary to their QMS.
ISO 9001:2008 is intended to be generic and applicable to all organizations, regardless of type, size and product category.  It is recognized, however, that not all the requirements of this standard will necessarily be relevant to all organizations.  Under certain circumstances, an organization may consider the exclusion of the application of some requirements of ISO 9001:2008 from its QMS.  ISO 9001:2008 makes allowance for such situations, through sub-clause 1.2 Application.

This module of the ISO 9001:2008 Support Package has been developed by ISO/TC 176/SC 2 to provide users with information regarding the intent of ISO 9001:2008 sub-clause 1.2 Application, including some typical examples of its use in practical situations (see Annex A).
2. The concept of exclusions

Sub-clause1.2 Application of ISO 9001:2008 states:

“1.2 Application

All requirements of this International Standard are generic and are intended to be applicable to all organizations, regardless of type, size and product provided.

Where any requirement(s) of this International Standard cannot be applied due to the nature of an organization and its product, this can be considered for exclusion.

Where exclusions are made, claims of conformity to this International Standard are not acceptable unless these exclusions are limited to requirements within clause 7, and such exclusions do not affect the organization's ability, or responsibility, to provide product that meets customer and applicable statutory and regulatory requirements.."
Therefore, an organization should consider whether all the requirements of the standard are relevant to its activities, based on the nature of the organization itself, its products, and the processes it uses to meet customer, statutory and regulatory requirements.  In addition, the organization should take into account any commitments it has made in its quality policy and objectives and how these could affect the need to undertake particular realization processes.  All of these can affect the scope of the organization’s QMS.

3. Justification for exclusion

If an organization identifies requirements of clause 7 of ISO 9001:2008 that cannot be applied to its activities, the organization can consider exclusion of these requirements, provided there is valid justification.

The exclusion of requirements of clause 7 of ISO 9001:2008 is only acceptable if “such exclusions do not affect the organization’s ability or responsibility to consistently provide product that meets customer and applicable statutory and regulatory requirements.”   The appropriateness of the exclusion depends on considerations of items such as: 

· Who is the customer?

· What is the product?

· What are the requirements (stated and not stated) related to the product?

In some cases the exclusion may not be justified depending on who is the customer, and what is the product.

It should be noted that ISO 9001:2008 sub-clause 1.2 Application can be applied to individual requirements or sub-clauses of clause 7 Product realization.  For example, an organization may exclude part of (f) of sub-clause 7.5.1 Control of production and service provision, if the organization has no accountability for post-delivery activities.
Sub-clause 4.2.2 Quality manual of ISO 9001:2008 states:

“The organization shall establish and maintain a quality manual that includes 

(a) the scope of the quality management system, including details of and justification for any exclusions (see 1.2),..…”
All exclusions need to be expressed in the quality manual (with valid justifications) and have to be consistent with the scope of the organization’s QMS.  Any publicly available documents, promoting conformance to ISO 9001:2008, should clearly state the scope of the QMS in a way that will not mislead customers and end users. This should ensure that the necessary information is available for the user to determine which categories of product and product realization processes are included.   In addition, the scope of the QMS should be explicit in stating the responsibility for product design and development and other principal realization processes such as manufacturing, sales and services.

When an organization is evaluating whether it can exclude requirements from its QMS, it should carefully evaluate the impact of such exclusions from the viewpoint of its customer.  If there is an impact on the customer, the exclusion would not be justified, since ensuring the conformity of delivered products to customer requirements is a key element of ISO 9001:2008.

Also, organizations considering exclusions should recognize that customers often have no knowledge of the internal operations of the organization from whom they purchase products (and really do not care how or where organizations design, manufacture or support products).  The customer looks at the organization as an entity and expects all elements of the organization (e.g. design, manufacturing, purchasing, repair) to work together to ensure the conformity of its products.

4. Claims of conformity

The final paragraph of sub-clause 1.2 Application of ISO 9001:2008 states:

“Where exclusions are made, claims of conformity to this International Standard are not acceptable unless these exclusions are limited to requirements within clause 7, and such exclusions do not affect the organization's ability, or responsibility, to provide product that meets customer and applicable statutory and regulatory requirements.”

If an organization excludes requirements from its QMS which do not meet the criteria presented in sub-clause 1.2 Application, conformity to ISO 9001:2008 should not be claimed or implied.  Examples of situations where conformity to ISO 9001:2008 should not be claimed are:


· Where requirements in clause 7 have been excluded because regulatory bodies do not demand compliance to them, but the requirements affect the organization’s ability to meet customer requirements, 

· Where an organization excludes a requirement in clause 7 based only on the justification that this had not been previously included in the organization’s QMS, without taking into consideration whether the clarifications introduced in ISO 9001:2008 have an impact on their current interpretation of ISO 9001:2000.  If the organization’s former interpretation of ISO 9001:2000 is different from the clarifications provided in ISO 9001:2008 then changes may be necessary to its QMS
· Where an organization excludes a requirement on the basis that the activity has been outsourced (for further guidance see the ISO 9000 Introduction and Support Package module: N630 R3 - Guidance on Outsourced Processes).

ANNEX A

Given below are a number of examples designed to show the reasoning used to determine which requirements of ISO 9001:2008 are applicable to an organization.  It is stressed that these are only hypothetical examples and that in reality each organization’s particular circumstances will have to be analyzed carefully. 

The standard allows for the exclusion of either individual requirements, or where applicable, the requirements from entire sub-clauses.  

In all examples, it is assumed that the exclusions mentioned do not affect the organization’s ability or responsibility, to provide product that fulfills customer and applicable statutory and regulatory requirements.

Example 1 – Customer property (intellectual property) controlled by a bank.

Situation: 

A bank provides a variety of services to its customers (i.e. personal and company bank accounts), but chooses to implement a QMS only for its Internet banking services.  For this service the bank has claimed conformity to ISO 9001:2008.  The bank clearly states in its Quality Manual which services are covered by the QMS.  The bank applies all the requirements of ISO 9001:2008 for the realization of its Internet banking services, with the exception of sub-clause 7.5.4 Customer property.  The bank does not feel that it has possession of any customer property as part of its Internet banking services and has stated this in the justification for the exclusion of sub-clause 7.5.4 Customer property from its QMS.

Issue(s):

Can the bank exclude sub-clause 7.5.4 Customer property from its QMS and claim conformity to ISO 9001:2008?

Analysis and Conclusion:

The decision made by the bank to exclude sub-clause 7.5.4 Customer property was not justified because the bank does receive information from its customers such as personal and confidential data.  ISO 9001, 7.5.4 Customer property requires an organization to exercise care with customer property while it is under the organization’s control or being used by the organization. And the note of sub-clause 7.5.4 Customer property, clearly indicates “Customer property can include intellectual property and personal data”. In this situation, the bank’s customers provide important information in confidence when using the service, which constitutes “Customer property”.  Therefore the bank has to address the requirements for customer property in its QMS.

Example 2 – Exclusion of design and development by a contract manufacturer

Situation:
XYZ Electronics is building a new factory to perform manufacturing of mobile phones, as a subcontractor.  It has only one customer and this customer maintains responsibility and authority for product design.  XYZ Electronics is responsible for purchasing of all components and for performing the manufacturing activities.  The customer provides XYZ with the manufacturing and parts specifications, and is also responsible for notifying XYZ of any design changes and providing the appropriate change information.

XYZ Electronics, in the development of its QMS, has excluded the requirements of ISO 9001:2008 sub-clause 7.3 Design and development.  XYZ Electronics considers the customer specifications as a customer supplied product and therefore controls this according to ISO 9001:2008 sub-clause 7.5.4 Customer property.
Issue(s)
Can the XYZ Electronics exclude sub-clause 7.3 Design and development from its QMS and claim conformity to ISO 9001:2008?

Analysis and Conclusion:

XYZ Electronics was justified with its decision to exclude sub-clause 7.3 Design and development from its QMS since it does not have any authority or accountability for design of the mobile phone product.  Its customer provides the design.

Example 3 – Regulators permit the exclusion of design development

Situation:

KML designs and fabricates pressure vessels for electricity generating stations, in accordance with various mandatory pressure vessel regulations. 

The regulatory authority has not yet revised its requirements to take ISO 9001:2008 into account, but has confirmed that it will continue not to require manufacturer’s QMSs to include design.  On this basis KML decides to exclude sub-clause 7.3 Design and development from its QMS and to claim conformity to ISO 9001:2008.

Issue(s): 

Can KML exclude sub-clause 7.3 Design and development from its QMS and claim conformity to ISO 9001:2008?

Analysis and Conclusions:
This situation deals with the issue of claiming conformity to ISO 9001:2008 with the exclusion of sub-clause 7.3 Design and development because the regulatory authority does not require the fabricator to include design and development in its QMS.

KML’s claims of conformity to ISO 9001:2008 are not justified, because design and development can impact the organization’s ability to conform to customer requirements. Therefore, KML should not exclude sub-clause 7.3 Design and development, even if the regulatory body allows such exclusions. 

Example 4 – Outsourced design and development activities

Situation:
CDH Construction Ltd. provides engineering and construction services for various developers, but does not have in-house design capabilities.  The company employs a project manager who is responsible for the management of design activities. These activities are outsourced to TPL Engineering Ltd, an engineering consulting company.

The activities of TPL Engineering Ltd. are managed through the application of the requirements of sub-clause 7.4 Purchasing.  The project manager of CDH Construction Ltd. oversees the design activities and is involved in design review meetings and design verification and validation activities.  In addition, the project manager is responsible for ensuring that the design activities are carried out in accordance with the requirements of ISO 9001:2008 sub-clause 7.3 Design and development.  However, CDH Construction Ltd. has excluded sub-clause 7.3 Design and development from its QMS, since the design activities have been outsourced.

Issue(s):

Can CDH Construction Ltd. exclude sub-clause 7.3 Design and development from its QMS and claim conformity to ISO 9001:2008?

Analysis and Conclusion:
CDH Construction Ltd cannot exclude sub-clause 7.3 Design and development since it has the responsibility for the design and development.


Note: See also the ISO 9000 Introduction and Support Package module: N630 R3 - Guidance on Outsourced Processes 

Example 5 – Traceability

Situation:
AKP Corp. is a company that manufactures electric motors for sale by licensed distributors.  Traceability of the component parts of the product is not an internal or external requirement of this company.   The organization has excluded the traceability requirement of sub-clause 7.5.3 Identification and traceability from its QMS, while claiming conformity to ISO 9001:2008.

Issue(s):
Can AKP Corp. exclude the traceability requirement of sub-clause 7.5.3 Identification and traceability from its QMS and claim conformity to ISO 9001:2008?

Analysis and conclusion:
The organization’s decision to exclude the requirements for traceability is justified. However this exclusion is not necessary, since ISO 9001:2008 only requires traceability when it “is a requirement”.

Example 6 – Design of services

Situation:

JWB is a consulting firm that performs internal audits for small organizations that have implemented quality management systems that conform to ISO 9001:2008.  JWB developed its methodology and tools for performing customer’s internal audits based on the guidance of ISO 19011:2002.  It delivers a customized service that has as its output a written internal audit report and all the supporting data from the audit.  The organization wishes to exclude clause 7.3 Design and development with the justification that, as a service provider, it cannot have any design and development activities.

Issue(s):

Can JWB exclude sub-clause 7.3 Design and development from its QMS and claim conformity to ISO 9001:2008?

Analysis and conclusion:

The organization is not justified in the exclusion of sub-clause 7.3 Design and development since it has developed a customized service to meet its customer’s requirements, including the development of its methodology and tools for performing the audits and delivery of a written report.

Example 7 – Post delivery activities

Situation:

The ABC consultancy organization provides financial auditing services to large manufacturing organizations.  The product delivered to its customers is an internal financial audit report.  Contracts for internal financial audit services state that a contract is completed when ABC has issued, clarified and reviewed its report with the customer, and that the customer has finally signed-off the report as being fully agreed; any activity beyond that the sign-off would be subject to a supplementary contract.   The consulting firm claims its QMS conforms to ISO 9001:2008 with the exclusion of post-delivery requirement (f) of sub-clause 7.5.1.Control of production and service provision.

Issue(s):

Can the ABC consultancy organization exclude the post-delivery requirement in bullet (f) of sub-clause 7.5.1.Control of production and service provision from its QMS and claim conformity to ISO 9001:2008?

Analysis and conclusion:

The relevant parts of Sub-clause 7.5.1 Control of production and service provision state:
“The organization shall plan and carry out production and service provision under controlled conditions. Controlled conditions shall include, as applicable………………

f) the implementation of release, delivery and post-delivery activities.”

This is an example where the organization has chosen to exclude a single requirement of the Standard, contained within a sub-clause. 

The organization is justified in its decision to exclude the post-delivery requirement in sub-clause 7.5.1(f) Control of production and service provision as all its contracts exclude any provision of follow up activities related to the delivered service. 

Note also that sub-clause 7.5.1 only requires control of post-delivery activities “as applicable”, making a formal exclusion unnecessary. In addition, all the other requirements of bullet (f) for the "release" or "delivery" of product cannot be excluded.

Example 8 – Validation of processes

Situation:
A small garment manufacturer carries out cutting work on textiles that are delivered to an internal sewing department for the next phase of the process.  The quality of the output of the cutting work can be checked after finalization of the work.  It has implemented a QMS and claims conformity to ISO 9001:2008 , with the exclusion of sub-clause 7.5.2 Validation of processes for production and service provision.
Issue(s):
Can the small garment manufacturer exclude sub-clause 7.5.2 Validation processes for production and service provision from its QMS and claim conformity to ISO 9001:2008?

Analysis and conclusion:

The organization is justified in the exclusion of the requirements of sub-clause 7.5.2 Validation of processes for production and service provision since it can inspect the result of the cutting process to determine conformance or nonconformance to specification.

Example 9 – Monitoring and measuring devices

Situation:
A small training organization provides training to people who are not currently working and would like to upgrade their skills.  The organization carries out practical skills training.  In this process the participants practice the use of simple measuring equipment such as rulers, spirit levels and plumb lines.    The organization’s product is the skills development, and not the crafted items produced by the participants.  The training organization has implemented ISO 9001: 2000 QMS and claims conformity to the standard with the exclusion of sub-clause 7.6 Control of monitoring and measuring devices.
Issue(s)
Can the small training organization exclude sub-clause 7.6 Control of monitoring and measuring devices from its QMS and claim conformity to ISO 9001:2008.

Analysis and conclusion:

In this example the simple measuring devices that have been mentioned (rules, spirit-levels and plumb lines) are a diversion and are not the correct items to be focusing on when considering the exclusion of sub-clause 7.6. Instead, it is the training that is the product being delivered and to which attention should be given. The organization should be controlling the monitoring and measuring devices that are needed to provide evidence of the conformity of the product (training/education) to requirements, e.g. tests and student satisfaction surveys, reports related to students finding jobs, etc. (In this instance, the necessary control may be demonstrated through verification or validation of the measuring and monitoring devices, e.g. though pilot testing of the survey questionnaires).  

The organization may be able to justify the exclusion of those requirements in the sub-clause that specifically relate to the calibration of measuring equipment [in 7.6 bullets (a) to (e)], if it decides that the simple measuring equipment does not need to be calibrated. It may however be necessary for the organization to provide the students with training in checking the accuracy of their equipment (rules, sprit levels etc.), in which case even these requirements could not be excluded.

In conclusion, sub-clause 7.6 could not be excluded in its entirety, only in part.

Example 10. Complex Organization (Global TV)

10.1 Introduction

This example illustrates some of the key issues a multinational organization with multiple work centres faces when implementing ISO 9001:2008 throughout the entire organization.

Global TV (GTV) is an organization that designs, manufactures, sells, distributes and services televisions (TVs) worldwide.  GTV sells its product to retail outlets, which in-turn sell the TVs to end-user customers.  Headquarters provides global support for quality management, all purchasing functions and sales and distribution contracts for its operations worldwide.  GTV consists of a design centre, a sub-assembly plant, a manufacturing centre and a distribution centre, all of which are wholly owned by GTV.  

GTV management has decided to implement ISO 9001:2008 in all its facilities worldwide, and expects all facilities of GTV to have their own quality management system (QMS).  However, not all facilities are required to obtain certification.  In addition, all facilities have to comply with the contents of the corporate quality policy, which is “To provide customers of GTV with products and services that meet their needs and expectations, and to continually improve the QMS”.

NOTE:  

1. For the purpose of simplifying the example for a complex organization, the number of centres and plants has been reduced to one of each (design centre, sub-assembly plant, manufacturing centre and distribution centre).

2. ISO 9001:2008 allows for the exclusion of any requirement(s) within clause 7, where such exclusions do not affect the organization’s ability or responsibility  to consistently provide product that meets customer and applicable statutory and regulatory requirements.

3. When applying clause 1.2 Application to a complex organization (Global TV) we have to take into consideration the organization’s customer.  Global TV’s ultimate customer is the end user who purchases the product from a retail distributor.  The customer of the individual centres and plants is the centre or plant that receives its product (i.e., the design centre’s customers are the sub-assembly plant and the manufacturing centre).
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10.2 Manufacturing Centre (MC) 

Situation:

MC receives orders from headquarters and delivers products to the distribution centre.  It has established its QMS guided by, and in conformity with, the quality policy of GTV.  All aspects of quality management required by ISO 9001:2008 are performed within the MC, with the sole exception of product design and development. The MC decided to exclude Sub-Clause 7.3 Design and development from the scope of its QMS since it performs no design activities.  The MC does include a statement and justification in its quality manual that it is excluding the product design and development process and further indicates that a) its customer is Global TV headquarters who provide orders to the manufacturing plant, and b) Global TV headquarters is responsible for ensuring the Design Centre conforms to ISO 9001:2008.

Issue(s):

Can the MC exclude Sub-Clause 7.3 Design and development from its QMS and claim conformity with ISO 9001:2008?

Analysis and Conclusion:

The exclusion of Sub-Clause 7.3 Design and development is justified, since Global TV Headquarters (the customer) orders product to be manufactured in accordance with the design provided to the MC by the Design Centre.  Global TV headquarters is responsible for ensuring that the Design Centre’s quality management system conforms to ISO 9001:2008 requirements.  The manufacturing centre properly justified the exclusion by specifying that its customer is Global TV Headquarters.  As such, any certificate of conformity for the GTV MC will reference the internal customer and will be of no direct value to the external customer of GTV, the end user customer who buys their TVs.

10.3 Global TV

Situation:

Global TV Headquarters distributes its products through retail outlets to the end user customer.  The organization has implemented ISO 9001:2008 at it headquarters and has requested that all its facilities implement a quality management system conforming to ISO 9001:2008.  To date the only facility that has not implemented a quality management system is the Design Centre.  In its quality management system manual Global TV headquarters states that all of its facilities conform to ISO 9001:2008 and the organization has not taken any exceptions.

Issue:

Can Global TV claim conformity with ISO 9001:2008?

Analysis and Conclusion

Global TV cannot justify its claim of conformity to ISO 9001:2008 since GTV is responsible for product design and development and its Design Centre has not implemented a quality management system that conforms to ISO 9001:2008.

10.4 Summary

Any complex organization (such as Global TV) has to be careful of its claim that its quality management system conforms to ISO 9001:2008.  The organization has responsibility for all ISO 9001:2008 requirements that can affect the organization’s ability to provide products that meet its customer and statutory and regulatory requirements.  Therefore, in order to claim conformity to ISO 9001:2008 at the corporate level, it has to ensure that all its relevant facilities are conforming to ISO 9001:2008.  The organization’s individual facilities may exclude requirements within Clause 7 based on a justification making it clear that their customer is another division of the corporation, and not the end-user.  The certificates of conformity referencing internal customers are of no direct value to the external customers of the organization. 
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