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Where an organization chooses to outsource any process that affects product conformity with-to

requirements, the organization shall ensure control over such processes. The controls to be applied to
these outsourced processes shall be defined within the quality management system.
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Note 2 The requirements of Clause 7.4 of this international standard may also apply to outsourced
processes.
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e) documented procedures and records required by this International Standard, and

f) documents, including records, reeded-determined by the organization to be necessary to
ensure the effective planning, operation and control of its processes;-anéd

g) records required by this International Standard (see 4.2.4).

Note 1 Where the term “documented procedure” appears within this International Standard, this
means that the procedure is established, documented, implemented and maintained. A single
document may include the requirements for one or more procedures. A requirement for a
documented procedure may be covered by more than one document.
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f) to ensure that documents of external origin necessary for the planning and operation of the quality
management system are identified and their distribution controlled, and
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Records shal-be-established and-maintained to provide evidence of conformity to requirements and of
the effectlve operatlon of the quallty management system shaII be controlled Reeerels—shal—l—Fematn




The organization shall establish a documented procedure to define the controls needed for the
identification, storage, protection, retrieval, retention and disposition of records.
Records shall be remain legible, readily identifiable and retrievable.
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Top management shall appoint a member of the organization’s management who, irrespective of other
responsibilities, shall have responsibility and authority that includes.
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Personnel performing work affecting preduct—guatity conformity to product requirements shall be

competent on the basis of appropriate education, training, skills and experience.
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6.2.2 Competence, training and awareness

The organization shall
e). determine the necessary competence for personnel performing work affecting preduet
guality conformity to product requirements,

e). where applicable, provide training or take other actions to satisfy-these-reeds-achieve the
necessary competence,

c) ensure-theeffectiveness-efthe-actionstaken; ensure that the necessary competence has been
achieved,
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Note: The term work environment relates to conditions necessary to achieve conformity to product
requirements such as clean rooms, anti-static precautions and hygiene controls.
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e). statutory and regulatory requirements related applicable to the product, and

e). any additional requirements as needed determined by the organization.

Note Post delivery activities may include actions under warranty provisions, contractual obligations
such as maintenance services, and supplementary services such as recycling or final disposal.
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Note Design and development review, verification and validation have distinct purposes. They may
be conducted and recorded separately or in any combination as suitable for the product and the
organization.
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Note Design and development review, verification and validation have distinct purposes. They may

be conducted and recorded separately or in any combination as suitable for the product and the
organization.Design and development outputs shall....

Note Production and service provision includes preservation of the product.
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Note 1 For many service organizations, the service provided does not readily allow the

verification before the delivery of the service. These types of processes should be
considered and identified during the planning stage (see 7.1)

Note 2 Processes such as welding, sterilization, training, heat treatment, call center service, or
emergency response may need validation
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Note 2 Monitoring and measurement devices, include measuring equipment (whether used

for monitoring or measurement) and devices other than measuring equipment that
are used for monitoring conformity to requirements.

Note 3 Confirmation of the ability of computer software to satisfy the intended application would
typically include its verification and configuration management to maintain its suitability for
use.
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A documented procedure shall be established to define the responsibilities and requirements for

planning and conducting audits, establishing records and reporting results.

An audit programme shall be planned, taking into consideration the status and importance of the

processes and areas to be audited, as well as the results of previous audits. The audit criteria, scope,

frequency and methods shall be defined. Selection of auditors and conduct of audits shall ensure
object|V|ty and |mpart|aI|ty of the audit process. Audltors shall not audit thelr own work

Records of the audlt and its results shaII be mamtalned (see 4.2.4).
3
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The organization shall apply suitable methods for monitoring and, where applicable, measurement of

the quality management system processes. These methods shall demonstrate the ability of the

processes to achieve planned results. When planned results are not achieved, correction and corrective
action shall be taken, as appropriate;-te-ensure-conformity-of the-product.

Note When determining suitable methods, the organization should consider the type and extent of
monitoring or measurement appropriate to each of its processes in relation to their impact on
the conformity to product requirements and on the effectiveness of the quality management
system.
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The organization shall monitor and measure the characteristics of the product to verify that product

requirements have been met. This shall be carried out at appropriate stages of the product realization

process in accordance with the planned arrangements (see 7.1). Evidence of conformity with the
acceptance criteria shall be maintained.

Evidence-of conformity-with-the-acceptance-eriteria-shall-be-maintained. Records shall indicate the

person(s) authorizing release of product for delivery to the customer (see 4.2.4).

The release of product release and service delivery to the customer shall not proceed until the planned

arrangements (see 7.1) have been satisfactorily completed, unless otherwise approved by a relevant

authority and, where applicable, by the customer.

Note Evidence of conformity with acceptance criteria can be a record or as otherwise specified in the
planned arrangements.
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The organization shall ensure that product which does not conform to product requirements is

identified and controlled to prevent its unintended use or delivery. A documented procedure shall be
established to define Fthe controls and related responsibilities and authorities for dealing with
nonconforming product. shal-be-defined-in-a-documented-procedure:

Where practicable, the organization shall deal with nonconforming product by one or more of the
following ways:

e). by taking action to eliminate the detected nonconformity;

e). by authorizing its use, release or acceptance under concession by a relevant authority
and, where applicable, by the customer;

e). by taking action to preclude its original intended use or application.

e). when nonconforming product is detected after delivery or use has started, by taking
action appropriate to the effects, or potential effects, of the nonconformity




When nonconforming product is corrected it shall be subject to re-verification to demonstrate
conformity to the requirements.

Records of the nature of nonconformities and any subsequent actions taken, including concessions
obtained, shall be maintained (see 4.2.4).
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8.5.2 f) reviewing the effectiveness of the corrective action taken.

8.5.3 e) reviewing the effectiveness of the preventive action taken
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