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Eng. Jamal Zeineddin

4 Context of the organization
4.1 Understanding the organization and its context

The organization shall determine external and internal issues that are relevant to its purpose and its
strategic direction and that affect its ability to achieve the intended result(s) of its quality management
system.

The organization shall monitor and review the information about these external and internal issues.
NOTE 1: Issues can include positive and negative factors or conditions for consideration

NOTE 2: Understanding the external context can be facilitated by considering issues arising from legal,
technological, competitive, market, cultural, social, and economic environments, whether international,
national, regional or local

NOTE 3: Understanding the internal context can be facilitated by considering issues related to values,
culture knowledge and performance of the organization
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Figure 4.1 Stapges in understanding the organizational context.
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4.2 Understanding the needs and expectations of interested parties

Due to their impact or potential impact on the organization’s ability to consistently provide
products and services that meet customer and applicable statutory and regulatory
requirements, the organization shall determine:

a) the interested parties that are relevant to the quality management system;
b) the requirements of these interested parties that are relevant to the quality
management system.

The organization shall monitor and review the information about these interested parties
and their relevant requirements.
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4.3 Determining the scope of the quality management system
The organization shall determine the boundaries and applicability of the quality management
system to establish its scope.
When determining this scope, the organization shall consider:
a) the external and internal issues referred to in 4.1;
b) the requirements of relevant interested parties referred to in 4.2;
c) the products and services of the organization
The organization shall apply all the requirements of this International Standard if they are
applicable within the determined scope of its quality management system.
The scope of the organization’s quality management system shall be available and be
maintained as documented information. The scope shall state the types of products and
services covered, and provide justification for any requirement of this International Standard
that the organization determines is not applicable to the scope of its quality management
system.
Conformity to this International Standard may only be claimed if the requirements determined
as not being applicable do not affect the organization’s ability or responsibility to ensure the
conformity of its products and services and the enhancement of customer satisfaction.
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4.4 Quality management system and its processes

4.4.1 The organization shall establish, implement, maintain and continually improve a quality
management system, including the processes needed and their interactions, in accordance with
the requirements of this International Standard

The organization shall determine the processes needed for the quality management system and
their application throughout the organization and shall:

a. determine the inputs required and the outputs expected from these processes;

b. determine the sequence and interaction of these processes;

c. determine and apply the criteria and methods, (including monitoring,
measurements and related performance indicators) needed to ensure the effective
operation, and control of these processes;
determine the resources needed and ensure their availability;
assign the responsibilities and authorities for these processes;
address the risks and opportunities in accordance with the requirements of 6.1,
evaluate these processes and implement any changes needed to ensure that these
processes achieve their intended results;

h. Improve the processes and the quality management system.

@ oo

4.4.2 To the extent necessary, the organization shall:
a. maintain documented information to support the operation of its processes;
b. retain documented information to have confidence that the processes are being
carried out as planned.
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5 Leadership

5.1 Leadership and commitment

5.1.1 General
Top management shall demonstrate leadership and commitment with respect to the quality management system by:

a) taking accountability of the effectiveness of the quality management system;

b) ensuring that the quality policy and quality objectives are established for the quality management system and are
compatible with the strategic direction and the context of the organization;

c) ensuring that the quality policy is communicated, understood and applied within the organization;

d) ensuring the integration of the quality management system requirements into the organization’s business processes;
e) promoting the use of the process approach and risk-based thinking;

f) ensuring that the resources needed for the quality management system are available;

g) communicating the importance of effective quality management and of conforming to the quality management
system requirements;

h) engaging, directing and supporting persons to contribute to the effectiveness of the quality management system;
j) promoting continual improvement;

k) supporting other relevant management roles to demonstrate their leadership as it applies to their areas of
responsibility.

NOTE: Reference to “business” in this International Standard can be interpreted broadly to mean those activities
that are core to the purposes of the organization’s existence; whether the organization is public, private, for
profit or not for profit.

5.1.2 Customer focus

Top management shall demonstrate leadership and commitment with respect to customer focus by ensuring that:

a) customer requirements and applicable statutory and regulatory requirements are determined, understood and
consistently met;

b) the risks and opportunities that can affect conformity of products and services and the ability to enhance customer
satisfaction are determined and addressed;

c) the focus on enhancing customer satisfaction is maintained.
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5.2 Policy

5.2.1 Establishing the quality policy

Top management shall establish, implement and maintain a quality policy that:

a) is appropriate to the purpose and context of the organization and supports its strategic direction;
b) provides a framework for setting quality objectives;

c) includes a commitment to satisfy applicable requirements;

d) includes a commitment to continual improvement of the quality management system

5.2.2 Communicating the quality policy

The quality policy shall:

a) be available and be maintained as documented information;

b) be communicated, understood and applied within the organization;
c) be available to relevant interested parties, as appropriate.

5.3 Organizational roles, responsibilities and authorities
Top management shall ensure that the responsibilities and authorities for relevant roles are assigned,
communicated and understood within the organization. Top management shall assign the responsibility and
authority for:
a) ensuring that the quality management system conforms to the requirements of this International Standard;
b) ensuring that the processes are delivering their intended outputs;
c) reporting on the performance of the quality management system and on opportunities for improvement (see
10.1), in particular to top;
d) ensuring the promotion of customer focus throughout the organization;
e) ensuring that the integrity of the quality management system is maintained when changes to the quality
management system are planned and implemented.
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Figure 5.1 Example for organizational structure.
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6 Planning
6.1 Actions to address risks and opportunities

6.1.1 When planning for the quality management system, the organization shall consider the
issues referred to in 4.1 and the requirements referred to in 4.2 and determine the risks and
opportunities that need to be addressed to:

a) give assurance that the quality management system can achieve its intended result(s);
b) enhance desirable effects;

c) prevent, or reduce, undesired effects;

d) achieve improvement.

6.1.2 The organization shall plan:

a) actions to address these risks and opportunities;

b) how to:

1) integrate and implement the actions into its quality management system processes
(see 4.4);

2) evaluate the effectiveness of these actions

Actions taken to address risks and opportunities shall be proportionate to the potential impact
on the conformity of products and services.

NOTE 1 Options to address risks and opportunities can include: avoiding risk, taking risk in
order to pursue an opportunity, eliminating the risk source, changing the likelihood or
consequences, sharing the risk, or retaining risk by informed decision.

NOTE 2 Opportunities can lead to the adoption of new practices, launching new products,
opening new markets, addressing new customers, building partnerships, using new technology
and other desirable and viable possibilities to address the organization’s or its customers’
needs

6.2 Quality objectives and planning to achieve them

6.2.1 The organization shall establish quality objectives at relevant functions, levels and
processes needed for the quality management system.

The quality objectives shall:

a) be consistent with the quality policy,
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b) be measurable;
c) take into account applicable requirements;

d) be relevant to conformity of products and services and the enhancement of customer
satisfaction;

e) be monitored;

f) be communicated;

g) be updated as appropriate

The organization shall maintain documented information on the quality objectives.
6.2.2 When planning how to achieve its quality objectives, the organization shall determine:
a) what will be done;

b) what resources will be required;

c) who will be responsible;

d) when it will be completed;

e) how the results will be evaluated.

6.3 Planning of changes

Where the organization determines the need for change to the quality management system
the change shall be carried out in a planned manner. (see 4.4)

The organization shall consider:
a) the purpose of the change and any of its potential consequences;
b) the integrity of the quality management system;
c) the availability of resources;
d) the allocation or reallocation of responsibilities and authorities.
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7.2 Competence
The organization shall:

a) determine the necessary competence of person(s) doing work under its control
that affects the performance and effectiveness of the quality management
system;

b) ensure that these persons are competent on the basis of appropriate education,
training, or experience;

c) where applicable, take actions to acquire the necessary competence, and
evaluate the effectiveness of the actions taken;

d) retain appropriate documented information as evidence of competence.

NOTE Applicable actions can include, for example, the provision of training to, the
mentoring of, or the reassignment of currently employed persons; or the hiring or
contracting of competent persons.

7.3 Awareness

The organization shall ensure that persons doing work under the organization’s control
shall be aware of:

a) the quality policy;

b) relevant quality objectives;

c) their contribution to the effectiveness of the quality management system, including
the benefits of improved quality performance;

d) the implications of not conforming with the quality management system
requirements.

7.4 Communication

The organization shall determine the internal and external communications relevant to
the quality management system including:

a) on what it will communicate;

b) when to communicate;

c) with whom to communicate;

d) how to communicate.

e) who communicates

7.5 Documented information

7.5.1 Genera

The organization’s quality management system shall include

a) documented information required by this International Standard;
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b) documented information determined by the organization as being necessary for the
effectiveness of the quality management system.

NOTE

The extent of documented information for a quality management system can differ
from one organization to another due to:

a) the size of organization and its type of activities, processes, products and services;
b) the complexity of processes and their interactions;

c) the competence of persons.

7.5.2 Creating and updating

When creating and updating documented information the organization shall ensure
appropriate:

a) identification and description (e.g. a title, date, author, or reference number);

b) format (e.g. language, software version, graphics) and media (e.g. paper,
electronic);

c) review and approval for suitability and adequacy

7.5.3 Control of documented Information

7.5.3.1 Documented information required by the quality management system and by
this International Standard shall be controlled to ensure:

a) it is available and suitable for use, where and when it is needed;

b) it is adequately protected (e.g. from loss of confidentiality, improper use, or loss of
integrity).

7.5.3.2 For the control of documented information, the organization shall address the
following activities, as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including preservation of legibility;

c) control of changes (e.g. version control);

d) retention and disposition.

Documented information of external origin determined by the organization to be
necessary for the planning and operation of the quality management system shall be
identified as appropriate, and controlled. Documented information retained as evidence
of conformity shall be protected from unintended alterations.

NOTE
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Access can imply a decision regarding the permission to view the documented
information only, or the permission and authority to view and change the documented
information.
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Description Al caludlaial) Information A8 o Gilaglaa o Jpasll )i
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Qualitypolicy Establishingaqualitypolicyas Document 8 33 sal) Aulyns Coay it e Blial) 55 pall 0

documentedinformation.

Qualityobjectivesand Retainingdocumentedinformationon Document

planningtoachievethem qualityobjectives.

Monitoringandmeasuring Retainingdocumentedinformationas Record

devices evidenceofthefitnessofmonitoring
andmeasuringdevices.
Competence Evidenceofcompetenceofperson(s) Record

doingworkunderitscontrolthataffects
itsqualityperformance.

Operationalplanningand Determining,maintaining,andretaininddocument
documentedinformationtoensure
confidenceofprocessesandto

demonstratetheconformityofproducts.

control

Record
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Typeof
Documented
Description StandardRequirement Information RequirementforDocumentedinformation

8.2.3 Reviewoftherequirements Resultsofthereviewofrequirements Record Itisobligatorytomaintaintheresultsofthereviewof

forproductsandservices relatedtotheproductsandservicesand requirementsrelatedtothegoodsandservicesandany
anynewrequirementsfortheproducts newrequirementsfortheproductsandservicesas
andservicesshallbemaintainedas documentedinformation.
documentedinformation.

8.3.3 Designanddevelopment Maintainingdocumentedinformationon Record Itisobligatorytomaintaintheinputstodevelopment
inputs designanddevelopmentinputs. processesasdocumentedinformation.

8.3.4 Designanddevelopment Documentedinformationofcontrolsto  Record Itisobligatorytomaintainrecordsasevidenceforthe
controls thedesignanddevelopmentprocess implementationandexecutionofcontrolsisrequiredas

activitiesisretained. documentedinformation.

8.3.5 Designanddevelopment Retainingdocumentedinformationon  Record Itisobligatorytomaintainrecordsasevidenceforthe
outputs designanddevelopmentoutputs. adequacyofdesignanddevelopmentoutputs.

8.3.6 Designanddevelopment Retainingdocumentedinformation Record Itisobligatorytomaintainrecordsregardingchanges
changes regardingdesignanddevelopment andtheirreviewinthedesignandthedevelopment.

changesandtherelevantreview.

8.4.1 Controlofexternally Establishingcriteriafortheevaluation, Document Itisnotobligatorytomaintainrecordsoftheseactivities
providedprocesses, selection,andreevaluationofexternal asdocumentedinformationbutyouwillhavetoprovide
products,andservices/ providers. evidenceofplanningandcontrollingthem.
general Instructionsmayservehere.

8.4.1  Controlofexternallyprovided Resultsofevaluationsofexternal Record Itisobligatorytomaintaintheresultsoftheevaluationas
processes,products,and providershallbemaintainedas documentedinformation.
services/general documentedinformation.

8.4.2 Typeandextentofcontrol Theorganizationshalldeterminethe Document Itisnotobligatorytomaintainthisinformationas
ofexternalprovision verification,orotheractivities,toensure documentedinformationbutyouwillhavetoprovide

thattheexternallyprovidedproducts
andservicesmeetrequirements.

evidenceofplanningandcontrollingthem.
Instructionsmayservehere.

(Continuey
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Typeof
Documented
Description StandardRequirement Information RequirementforDocumentedinformation
Record Itisnotobligatorytomaintainrecordsoftheseactivities
butyouwillhavetoprovideevidencethatperformance
ofexternalprovidersmeetthespecifications.
Informationforexternal Theorganizationshallcommunicateits Record Itisnotobligatorytomaintaintherecordsofthose
providers requirementstoexternalproviders. activitiesbutyouwillhavetoprovideevidencesof
performingthem(e.g.,purchaseorder).
Controlofproductionand Documentedinformationdescribing Document Itisobligatorytomaintainasdocumentedinformation
serviceprovision characteristicsoftheproductsand thecharacteristicsoftheproductsorservices,or
services,ordescriptionofactivitiestobe activitiesneededforthecontrolofproductionof
performed. products.
Document Itisobligatorytomaintainasdocumentedinformation
therequiredresultsofthecontrols.
Identificationand Documentedinformationofunique Record Itisobligatorytomaintaintheoutputsoftractability
traceability identificationoftraceability. activitiesasdocumentedinformation.
Propertybelongingto Documentedinformationneededto Record Itisobligatorytomaintainnoticestocustomersor
customersorexternal informcustomerorexternalproviderof externalproviderregardingsituationoftheirproperty
providers thestatusofpropertybelongingto asdocumentedinformation.
customersorexternalproviders.
Controlofchanges Documentedinformationdescribingthe ~ Record Itisobligatorytomaintaindocumentedinformationfor
resultsofthereviewofchanges. thereviewofchangesandtheirresults.
Releaseofgoodsand Maintainingevidenceofconformityof Record Itisobligatorytomaintaindocumentedinformation

services

productwiththeacceptancecriteria.

necessarytoprovideevidencethatproductsconform
beforereleasingthemandtraceabilityofauthorization.

(Continued
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7.2 Competence
The organization shall:

a) determine the necessary competence of person(s) doing work under its control
that affects the performance and effectiveness of the quality management
system;

b) ensure that these persons are competent on the basis of appropriate education,
training, or experience;

c) where applicable, take actions to acquire the necessary competence, and
evaluate the effectiveness of the actions taken;

d) retain appropriate documented information as evidence of competence.

NOTE Applicable actions can include, for example, the provision of training to, the
mentoring of, or the reassignment of currently employed persons; or the hiring or
contracting of competent persons.

7.3 Awareness

The organization shall ensure that persons doing work under the organization’s control
shall be aware of:

a) the quality policy;

b) relevant quality objectives;

c) their contribution to the effectiveness of the quality management system, including
the benefits of improved quality performance;

d) the implications of not conforming with the quality management system
requirements.

7.4 Communication

The organization shall determine the internal and external communications relevant to
the quality management system including:

a) on what it will communicate;

b) when to communicate;

c) with whom to communicate;

d) how to communicate.

e) who communicates

7.5 Documented information

7.5.1 Genera

The organization’s quality management system shall include

a) documented information required by this International Standard;
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b) documented information determined by the organization as being necessary for the
effectiveness of the quality management system.

NOTE

The extent of documented information for a quality management system can differ
from one organization to another due to:

a) the size of organization and its type of activities, processes, products and services;
b) the complexity of processes and their interactions;

c) the competence of persons.

7.5.2 Creating and updating

When creating and updating documented information the organization shall ensure
appropriate:

a) identification and description (e.g. a title, date, author, or reference number);

b) format (e.g. language, software version, graphics) and media (e.g. paper,
electronic);

c) review and approval for suitability and adequacy

7.5.3 Control of documented Information

7.5.3.1 Documented information required by the quality management system and by
this International Standard shall be controlled to ensure:

a) it is available and suitable for use, where and when it is needed;

b) it is adequately protected (e.g. from loss of confidentiality, improper use, or loss of
integrity).

7.5.3.2 For the control of documented information, the organization shall address the
following activities, as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including preservation of legibility;

c) control of changes (e.g. version control);

d) retention and disposition.

Documented information of external origin determined by the organization to be
necessary for the planning and operation of the quality management system shall be
identified as appropriate, and controlled. Documented information retained as evidence
of conformity shall be protected from unintended alterations.

NOTE
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Access can imply a decision regarding the permission to view the documented
information only, or the permission and authority to view and change the documented
information.
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4.2

4.3

5.2

6.2

7.2

8.1

AR pall cila slaall ISO 9001 (55 llaia aasd A Jsaad) daad 30 g2 -1

Typeof
Documented
Description Al caludlaial) Information A8 o Gilaglaa o Jpasll )i

Understandingtheneeds Determiningandupdatingthe Document Claliialy cilad 5 e Bliall g 55 jall o el
andexpectationsof expectationsandneedsofinterested e a8 5 A5 ga e sleaS ddigal) _-‘Uj:'w
interestedparties parties. Qs V) ¢ U sllaa dey ) 4l g a2 e g

LA aal amy B3 eal)
Determiningthescopeof  Establishingthescopeofthequality Document o Aabaidl (853 g2l 5 ) Al Ui Cauati A8
thequalitymanagement  managementsystem. aad a3 sall Jabs o W) ¢ st sy ol adl (e a2 )l
system sl
Qualitypolicy Establishingaqualitypolicyas Document 8 33 sal) Aulyns Coay it e Blial) 55 pall 0

documentedinformation.

Qualityobjectivesand Retainingdocumentedinformationon Document

planningtoachievethem qualityobjectives.

Monitoringandmeasuring Retainingdocumentedinformationas Record

devices evidenceofthefitnessofmonitoring
andmeasuringdevices.
Competence Evidenceofcompetenceofperson(s) Record

doingworkunderitscontrolthataffects
itsqualityperformance.

Operationalplanningand Determining,maintaining,andretaininddocument
documentedinformationtoensure
confidenceofprocessesandto

demonstratetheconformityofproducts.

control

Record
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Typeof
Documented
Description StandardRequirement Information RequirementforDocumentedinformation

8.2.3 Reviewoftherequirements Resultsofthereviewofrequirements Record Itisobligatorytomaintaintheresultsofthereviewof

forproductsandservices relatedtotheproductsandservicesand requirementsrelatedtothegoodsandservicesandany
anynewrequirementsfortheproducts newrequirementsfortheproductsandservicesas
andservicesshallbemaintainedas documentedinformation.
documentedinformation.

8.3.3 Designanddevelopment Maintainingdocumentedinformationon Record Itisobligatorytomaintaintheinputstodevelopment
inputs designanddevelopmentinputs. processesasdocumentedinformation.

8.3.4 Designanddevelopment Documentedinformationofcontrolsto  Record Itisobligatorytomaintainrecordsasevidenceforthe
controls thedesignanddevelopmentprocess implementationandexecutionofcontrolsisrequiredas

activitiesisretained. documentedinformation.

8.3.5 Designanddevelopment Retainingdocumentedinformationon  Record Itisobligatorytomaintainrecordsasevidenceforthe
outputs designanddevelopmentoutputs. adequacyofdesignanddevelopmentoutputs.

8.3.6 Designanddevelopment Retainingdocumentedinformation Record Itisobligatorytomaintainrecordsregardingchanges
changes regardingdesignanddevelopment andtheirreviewinthedesignandthedevelopment.

changesandtherelevantreview.

8.4.1 Controlofexternally Establishingcriteriafortheevaluation, Document Itisnotobligatorytomaintainrecordsoftheseactivities
providedprocesses, selection,andreevaluationofexternal asdocumentedinformationbutyouwillhavetoprovide
products,andservices/ providers. evidenceofplanningandcontrollingthem.
general Instructionsmayservehere.

8.4.1  Controlofexternallyprovided Resultsofevaluationsofexternal Record Itisobligatorytomaintaintheresultsoftheevaluationas
processes,products,and providershallbemaintainedas documentedinformation.
services/general documentedinformation.

8.4.2 Typeandextentofcontrol Theorganizationshalldeterminethe Document Itisnotobligatorytomaintainthisinformationas
ofexternalprovision verification,orotheractivities,toensure documentedinformationbutyouwillhavetoprovide

thattheexternallyprovidedproducts
andservicesmeetrequirements.

evidenceofplanningandcontrollingthem.
Instructionsmayservehere.

(Continuey
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Typeof
Documented
Description StandardRequirement Information RequirementforDocumentedinformation
Record Itisnotobligatorytomaintainrecordsoftheseactivities
butyouwillhavetoprovideevidencethatperformance
ofexternalprovidersmeetthespecifications.
Informationforexternal Theorganizationshallcommunicateits Record Itisnotobligatorytomaintaintherecordsofthose
providers requirementstoexternalproviders. activitiesbutyouwillhavetoprovideevidencesof
performingthem(e.g.,purchaseorder).
Controlofproductionand Documentedinformationdescribing Document Itisobligatorytomaintainasdocumentedinformation
serviceprovision characteristicsoftheproductsand thecharacteristicsoftheproductsorservices,or
services,ordescriptionofactivitiestobe activitiesneededforthecontrolofproductionof
performed. products.
Document Itisobligatorytomaintainasdocumentedinformation
therequiredresultsofthecontrols.
Identificationand Documentedinformationofunique Record Itisobligatorytomaintaintheoutputsoftractability
traceability identificationoftraceability. activitiesasdocumentedinformation.
Propertybelongingto Documentedinformationneededto Record Itisobligatorytomaintainnoticestocustomersor
customersorexternal informcustomerorexternalproviderof externalproviderregardingsituationoftheirproperty
providers thestatusofpropertybelongingto asdocumentedinformation.
customersorexternalproviders.
Controlofchanges Documentedinformationdescribingthe ~ Record Itisobligatorytomaintaindocumentedinformationfor
resultsofthereviewofchanges. thereviewofchangesandtheirresults.
Releaseofgoodsand Maintainingevidenceofconformityof Record Itisobligatorytomaintaindocumentedinformation

services

productwiththeacceptancecriteria.

necessarytoprovideevidencethatproductsconform
beforereleasingthemandtraceabilityofauthorization.

(Continued
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8.1

Operation

Operational planning and control

The organization shall plan, implement and control the processes (see 4.4) needed to meet
the requirements for the provision of products and services, and to implement the actions
determined in Clause 6, by:

a)
b)

determining the requirements for the products and services;
establishing criteria for:

1) the processes;

2) the acceptance of products and services;

determining the resources needed to achieve conformity to the product and service
requirements;

implementing control of the processes in accordance with the criteria;

determining, maintaining and retaining documented information to the extent
necessary:

1) to have confidence that the processes have been carried out as planned;

2) to demonstrate the conformity of products and services to their requirements.

The output of this planning shall be suitable for the organization’s operations.

The organization shall control planned changes and review the consequences of unintended
changes, taking action to mitigate any adverse effects, as necessary.

The organization shall ensure that outsourced processes are controlled (see 8.4).

8.2 Requirements for products and services

8.2.1 Customer communication

Communication with customers shall include:

a)
b)

<)

d)

providing information relating to products and services;
handling enquiries, contracts or orders, including changes;

obtaining customer feedback relating to products and services, including customer
complaints;

handling or controlling customer property;
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e) establishing specific requirements for contingency actions, when relevant.

8.2.2 Determining the requirements for products and services
When determining the requirements for the products and services to be offered to
customers, the organization shall ensure that:

a) the requirements for the products and services are defined, including:
1) any applicable statutory and regulatory requirements;
2) those considered necessary by the organization;

b) the organization can meet the claims for the products and services it offers.
8.2.3 Review of the requirements for products and services

8.2.3.1 The organization shall ensure that it has the ability to meet the requirements for
products and services to be offered to customers. The organization shall conduct a review
before committing to supply products and services to a customer, to include:

a) requirements specified by the customer, including the requirements for delivery and
postdelivery activities;

b) requirements not stated by the customer, but necessary for the specified or intended
use, when known;

c) requirements specified by the organization;
d) statutory and regulatory requirements applicable to the products and services;
e) contract or order requirements differing from those previously expressed.

The organization shall ensure that contract or order requirements differing from those
previously defined are resolved.

The customer’s requirements shall be confirmed by the organization before acceptance,
when the customer does not provide a documented statement of their requirements.

NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead,
the review can cover relevant product information, such as catalogues.

8.2.3.2 The organization shall retain documented information, as applicable:
a) on the results of the review;

b) onany new requirements for the products and services.
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8.2.4 Changes to requirements for products and services
The organization shall ensure that relevant documented information is amended, and that
relevant persons are made aware of the changed requirements, when the requirements for
products and services are changed.

8.3 Design and development of products and services

8.3.1 General
The organization shall establish, implement and maintain a design and development process
that is appropriate to ensure the subsequent provision of products and services.

8.3.2 Design and development planning
In determining the stages and controls for design and development, the organization shall
consider:

a) the nature, duration and complexity of the design and development activities;

b) the required process stages, including applicable design and development reviews;
c) therequired design and development verification and validation activities;

d) the responsibilities and authorities involved in the design and development process;

e) the internal and external resource needs for the design and development of products
and services;

f) the need to control interfaces between persons involved in the design and development
process;

g) theneed forinvolvement of customers and users in the design and development process;
h) the requirements for subsequent provision of products and services;

i) thelevel of control expected for the design and development process by customers and
other relevant interested parties;

j) the documented information needed to demonstrate that design and development
requirements have been met.

8.3.3 Design and development inputs
The organization shall determine the requirements essential for the specific types of
products and services to be designed and developed. The organization shall consider:

a) functional and performance requirements;
b) information derived from previous similar design and development activities;
c) statutory and regulatory requirements;

d) standards or codes of practice that the organization has committed to implement;
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e) potential consequences of failure due to the nature of the products and services.

Inputs shall be adequate for design and development purposes, complete and unambiguous.
Conflicting design and development inputs shall be resolved.

The organization shall retain documented information on design and development inputs.
8.3.4 Design and development controls

The organization shall apply controls to the design and development process to ensure that:
a) theresults to be achieved are defined;

b) reviews are conducted to evaluate the ability of the results of design and development
to meet requirements;

c) verification activities are conducted to ensure that the design and development outputs
meet the input requirements;

d) wvalidation activities are conducted to ensure that the resulting products and services
meet the requirements for the specified application or intended use;

e) any necessary actions are taken on problems determined during the reviews, or
verification and validation activities;

f) documented information of these activities is retained.

NOTE Design and development reviews, verification and validation have distinct purposes. They can
be conducted separately or in any combination, as is suitable for the products and services of the
organization.

8.3.5 Design and development outputs

The organization shall ensure that design and development outputs:

a) meet the input requirements;

b) are adequate for the subsequent processes for the provision of products and services;

c) include or reference monitoring and measuring requirements, as appropriate, and
acceptance criteria;

d) specify the characteristics of the products and services that are essential for their
intended purpose and their safe and proper provision.

The organization shall retain documented information on design and development outputs.

8.3.6 Design and development changes

The organization shall identify, review and control changes made during, or subsequent to,
the design and development of products and services, to the extent necessary to ensure that
there is no adverse impact on conformity to requirements.
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The organization shall retain documented information on:

a) design and development changes;
b) the results of reviews;
c) the authorization of the changes;

d) the actions taken to prevent adverse impacts.
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Area Details Responsibility Reference to DI

an example.

Specifications of product—Identification of the product, its characteristics, and the expectations of the
customer

Product Identification of the
specifications  product (distinct or
general)
Drawing of products R&D File on CAD system
Product dossier product manager
Customer Customer orders Sales back office ERP system
requirements
Contracts Sales back office Contract according
to customer
identification

Allocation of resources—Identification of all needed resources and infrastructures necessary for
the realization of the
product
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Resources for  List of required Production supervisor Form number FO-06-01-
realization machines 01
List of production tools Production supervisor Form number FO-06-01-
02
List of required Production supervisor Form number FO-06-01-
conditions of process 03
environment
Human List of required Production manager = Form number FO-06-01-
resources qualifications 04
List of required Production manager =~ Form number FO-06-01-
trainings 05

Operations and activities—Realization activities, actions for addressing risks, activities for preservation of product, traceability,
and post-delivery

Specifications  Process diagrams Production manager  Procedure number PR-01-
of realization 01-1
activities
Procedures Production manager = Procedure number PR-01-
02-1
Work instructions Production manager = Procedure number PR-01-
03-1
Assembly instructions  Production manager  Procedure number PR-01-
03-2
Checklists Production supervisor Form number FO-05-01-05
Forms Production supervisor Form number FO-05-01-04

Controls including verifications and validations—Defines the controls, verifications, and validations, and criteria of process,
resources, and infrastructures

Control of Test protocols for Production manager  Procedure number PR-01-
processes processes 03-3
Criteria Production manager = Procedure number PR-01-
03-3
Forms Production manager =~ Form number FO-01-03-01
Control of Test protocols for Production manager = Form number FO-01-03-02
resources productions tools

Maintenance protocols Production manager =~ Form number FO-01-03-03
for machines

Maintenance protocols Production manager ~ Form number FO-05-06-01
for infrastructures
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8.2 Requirements for Products and Services
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8  Operation

8.2 Requirements for products and services

8.2.1 Customer communication
Communication with customers shall include:

a) providing information relating to products and services;
b) handling enquiries, contracts or orders, including changes;

c) obtaining customer feedback relating to products and services, including customer
complaints;

d) handling or controlling customer property;
e) establishing specific requirements for contingency actions, when relevant.
8.2.2 Determining the requirements for products and services

When determining the requirements for the products and services to be offered to
customers, the organization shall ensure that:

a) the requirements for the products and services are defined, including:
1) any applicable statutory and regulatory requirements;
2) those considered necessary by the organization;

b) the organization can meet the claims for the products and services it offers.
8.2.3 Review of the requirements for products and services

8.2.3.1 The organization shall ensure that it has the ability to meet the requirements for
products and services to be offered to customers. The organization shall conduct a review
before committing to supply products and services to a customer, to include:

a) requirements specified by the customer, including the requirements for delivery and
postdelivery activities;

b) requirements not stated by the customer, but necessary for the specified or intended
use, when known;

c) requirements specified by the organization;
d) statutory and regulatory requirements applicable to the products and services;
e) contract or order requirements differing from those previously expressed.

The organization shall ensure that contract or order requirements differing from those
previously defined are resolved.
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The customer’s requirements shall be confirmed by the organization before acceptance,
when the customer does not provide a documented statement of their requirements.

NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead,
the review can cover relevant product information, such as catalogues.

8.2.3.2 The organization shall retain documented information, as applicable:
a) on the results of the review;

b) onany new requirements for the products and services.

8.2.4 Changes to requirements for products and services

The organization shall ensure that relevant documented information is amended, and that
relevant persons are made aware of the changed requirements, when the requirements for
products and services are changed.
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Process Customer Records

Marketinglead  The name and telephone number of the prospect plus a completed lead
survey for the sales representative to communicate to a potential

customer
Sales order Full customer details, including account details
Development The name of a contact person by the customer related to the product
Delivery Address for delivery and a contact person in the logistics
Accounting Details for debit
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