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About ISO 9001:2026

* Presents the requirements for a Quality Management Systems

» Seecl. 1 Scope of ISO 9001:2026
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Exclusions

* like ISO 9001:2015 any clause of ISO 9001:2026 may be considered for exclusion if there
is sufficient and clear justification for the exclusion.

12
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ISO 9001:2026 Structure

Adoption of new High-Level Structure

identical core text

common terms and key definitions
Simplified language and a common
structure

This is particularly helpful to organizations
using and integrating multiple management
systems.

14

Clause-1 e Scope
(GENEEYA ¢ Normative Reference

Clause-3 ¢ Terms and Definitions

e Context of the

Clause-4 Organization

(SIENEEN  » Leadership
(OIEUEEN  * Planning
(SIENEYA  * Support
(GENEEN ¢ Operation

Clause-9 ¢ Performance Evaluation

(OIENEEN * Improvement
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4. Context of the organization
Clause 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 information about these external and internal issues.

* Note 1: Understanding the external context can be facilitated by considering issues arising from legal,
technological, competitive, cultural, social, economic and natural environment, whether international, national,
regional or local.

* Note 2: When understanding the internal context, the organization could consider those related to perceptions,
values and culture of the organization®.
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CLAUSE 4.1 UNDERSTANDING THE ORGANIZATION AND ITS CONTEXT

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

EXTERNAL ISSUES

Social Factors Customers
Organizational Working

Culture INTERNAL ISSUES Environment

Political Factors Economical Factors
Information Knowledge &
Systems Competence

Laws & Regulations Competition
Infrastructure & Organizational Corporate

Facilities Structure Values

Technological Advancement Natural Surroundings Suppliers and Contractors
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IMPLEMENTATION TIPS D

Consider developing an internal and external issue matrix.

Lack of resources Changing regulations
Competency requirements Community concerns
Workplace culture Industry trends

17
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Clause 4.2 Understanding the needs and expectations of interested parties

* The organization shall determine:

a) theinterested parties that are relevant to the quality management system,
b) therequirements of these interested parties that are relevant to the quality management system.

* The organization shall monitor and review information about these interested parties and their relevant
requirements.

* "Relevantinterested parties" are groups or individuals who have the ability to impact (or potentially impact)
the organization’s ability to consistently supply products and services that meet customer and applicable

statutory and regulatory requirements. Customers, shareholders, board members and competitors would all
fit into this classification.

* Each organization will have its own set of relevant interested parties and this set will change over time.
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CLAUSE 4.2 UNDERSTANDING THE NEEDS AND EXPECTATIONS OF WORKERS AND 9
OTHERINTERESTED PARTIES

The organization shall determine:

a) the otherinterested parties, in addition to workers, that are relevant to the OH&S management
system;

b) therelevant needs and expectations (i.e. requirements) of workers and other interested parties;

c) which of these needs and expectations are, or could become, legal requirements and other
requirements.

4
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IMPLEMENTATION TIPS -

Consider developing an interested party matrix.

Interested Parties Interested Parties’ Needs and Legal and other requirements (Y or N)
Expectations

Customer (QMS) Good products, on-time delivery and N/A
competitive pricing

Regulatory Body (EMS) Comply with all environmental Y
regulations

Employees’ family members Healthy and safe workplace for the N
(OH&SMS) employees

20
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Clause 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) theexternaland internalissues referredtoin 4.1, and
b) therequirements of the 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.

21
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Determining the scope

* The scope is:
* physical boundaries

* organizational boundaries

* Itis not permissible to exclude activities, products and services from the scope of the QMS
that have a significant impact on the QMS performance or that are related to legal
requirements or other requirements.

22
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Clause 4.4 - Quality management system

* “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:

a)

determine the processes needed for the quality management system and their application throughout
the organization;

24

b) determine the inputs required and the outputs expected from these processes;
¢) determine the sequence and interaction of these processes;
d) determine and apply the criteria and methods needed (including monitoring, measurements and related
performance indicators) to ensure the effective operation and control of these processes;
e) determine the resources needed for these processes and ensure their availability;
f) assign the responsibilities and authorities for these processes;
g) address the risks and opportunities as determined in accordance with the requirements of 6,1;
h) evaluate these processes and implement any changes needed to ensure that these processes achieve
their intended results;
i) improve the processes and the quality management system.
23
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44.2 Documented information shall be available to the extent necessary:
' . )
a) tosupport the operation of the organization’s processes;
b) as evidence that the processes are being carried out as planned.
Insert Footer Here 24
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Clause 5.1 - Leadership and commitment

* 5.1.1 General

jezssznsecose

“Top management shall demonstrate leadership and commitment with respect to the quality management system by:
ensuring that the quality policy and quality objectives are established for the quality management system and are
promoting quality culture and ethical behaviour.

compatible with the context and strategic direction of the organization;

taking accountability of the effectiveness of the quality management system;

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

ensuring that the resources needed for the quality management system are available”

communicating the importance of effective quality management and of conforming to the quality management system requirements;
ensuring that the quality management system achieves its intended results;

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

supporting other relevant management roles to demonstrate their leadership as it applies to their areas of responsibility”
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Clause 5.1.2 - Customer Focus

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

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

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

(2)
-~

the focus on enhancing customer satisfaction
is maintained.”

14



e — . TOP MANAGEMENT  (in)

* Accountable for the effectiveness of the
QMS/EMS/OHS Management System.

* A more proactive leadership role and greater
involvement.
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Clause 5.2 Policy
* Top management shall establish, implement and maintain a quality policy that:
a) isappropriate 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, and

d) includes a commitment to continual improvement of the quality management system.
* 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.
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Clause 5.3 - Organizational roles, responsibilities and authorities

113
® 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 management;

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.”

32
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Clause 6.1 - Actions to address risks and opportunities

be addressed to:
a) give assurance the quality management system can achieve its intended outcome(s);

b) enhance desirable effects;
c) prevent, or reduce, undesired effects

d) achieve improvement.”

* “When planning for the quality management system, the organization shall consider the issues referred
toin 4.1 and the requirements referred to in 4.2 and determine the risks and opportunities that need to

33

33
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Planning (6)
Clause 6.1.1 - determining Actions to address risks

6.1.1 Determining risks and opportunities

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) prevent, or reduce, undesired effects;
¢) achieve continual improvement;

d) enhance desired effects.

34

34
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Planning (6)
Clause 6.1.2 - Actions to address risks

6.1.2 Actions to address risks
The organization shall determine, analyse and evaluate risks that can have an undesired effect on its
ability to continually and consistently provide conforming products and services and enhance customer
satisfaction.
The organization shall plan:
a) actions to address these risks;
b) how to:
1) integrate and implement the actions into its quality management system processes;
2) evaluate the effectiveness of these actions.

Actions taken shall be proportionate to the potential impact of the risks on the intended results of the
quality management system.

NOTE 1 Determined risks can include risks related to the ability to provide conforming products and services
during and after a disruption.

NOTE 2 Actions to address risks 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.

35
35
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Planning (6)

Clause 6.1.3- Actions to address opportunities
6.1.3 Actions to address opportunities
The organization shall determine, analyse and evaluate opportunities that can have a desired effect on its
ability to continually and consistently provide conforming products and services and enhance customer
satisfaction.
The organization shall plan:
a) actions to address these opportunities;
b) how to:

1) integrate and implement the actions into its quality management system processes;
2) evaluate the effectiveness of these actions.
Actions taken to address opportunities shall be appropriate to the organization’s context and support the
achievement of desired results.
NOTE Actions to address opportunities can include adopting new practices, launching new products or services,
creating new partnerships, leveraging emerging technologies, implementing initiatives, and other actions to address
the current and changing needs and expectations of an organization’s customers and other relevant interested parties.
36
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Clause 6.2 Quality objectives and planning to achieve them

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

* be consistentwith the quality policy,

* be measurable;

* takeinto account applicable requirements,

* berelevant to conformity of products and services and to enhancement of customer satisfaction;
* be monitored,

* becommunicated;

* beupdated as appropriate.

* The organization shall maintain documented information on the quality objectives. When planning how to achieve its quality
objectives, the organization shall determine:

* whatwill be done,

* whatresources will be required,

¢ who will be responsible,

¢ whenitwillbe completed, and

¢ how the results will be evaluated”

37
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Clause 6.3 Planning of changes

* When the organization determines the needs for changes to the quality management system, the
changes shall be carried out in a planned manner. (See 4.4)

* The organization shall consider:
* the purpose of the changes and their potential consequences
* the integrity of the quality management system;

* the availability of resources
* the allocation or re-allocation of responsibilities and authorities.
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Clause 7.1. Resources @
Clause 7.1.1 General

* “The organization shall determine and
provide the resources needed for the
establishment, implementation,
maintenance and continual improvement
of the Quality Management System.

* The organization shall consider:

* the capabilities of, and constraints on,
existing internal resources;

* what needs to be obtained from external
providers.”

40
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Clause 7.1.2 People

* “The organization shall determine and
provide the persons necessary for the
effective implementation of its quality
management system and for the operation
and control of its processes.”

41
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Clause 7.1.3 Infrastructure

* “The organization shall determine, provide and maintain the infrastructure necessary for the
operation of its processes to achieve conformity of products and services.

* Note: Infrastructure can include:

* buildings and associated utilities,

* equipmentincluding hardware and software;
* transportation resources;

* information and communication technology”

42

42
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Clause 7.1.4 Environment for the < n )
operation of processes

* “The organization shall determine, provide and
maintain the environment necessary for the
operation of its processes and to achieve
conformity of products and services.

* NOTE: A suitable environment can be a
combination of human and physical factors, such
as:

* social (e.g. non-discriminatory, calm, non-
confrontational);

» psychological (e.g. stress-reducing, burnout
prevention, emotionally protective);

* physical (e.g. temperature, heat, humidity, light,
airflow, hygiene, noise).

* These factors can differ substantially depending
on the products and services provided.”

43
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Clause 7.1.5 Monitoring and measuring resources — 7.1.5.2 Measurement traceability

* “When measurement traceability is a requirement, or is considered by the organization to be an essential
part of providing confidence in the validity of measurement results; measuring instruments shall be:

» calibrated or verified, or both, at specified intervals, or prior to use, against measurement standards
traceable to international or national measurement standards; when no such standards exist, the basis
used for calibration or verification shall be retained as documented information;

* identified in order to determine their status;

» safeguarded from adjustments, damage or deterioration that would invalidate the calibration status and
subsequent measurement results.

* The organization shall determine if the validity of previous measurement results has been adversely
affected when measuring equipment is found to be unfit for its intended purpose, and shall take
appropriate action as necessary.”

44
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Clause 7.1.6 Organizational
knowledge

* “The organization shall determine the
knowledge necessary for the operation of its
processes and to achieve conformity of

roducts and services. This knowledge shall
e maintained and be made available to the
extent necessary.

* Where addressing changing needs and
trends, the organization shall consider its
current knowledge and determine how to
acquire or access any necessary additional
knowledge and required updates.”

@
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7.2 Competence

* Competence can be defined in job
descriptions developed by the hiring manager.

* Hiring manager will determine the workers’
competence based on the workers’ education,
training and experience.

* Ifthe level of competence is not achieved by
the workers when hiring, further actions can be
taken such as provision of training.

*  Competence records shall be maintained such
as test results, trainer’s review records,

performance evaluation records.

46
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Clause 7.3 Awareness
* “The organization shall ensure that persons doing work under
the organization‘s control are aware of:
* the quality policy;
* relevant quality objectives;

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

» the implications of not conforming with the quality
management system requirements.”
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Clause 7.4 Communication

® “The organization shall determine the internal and external communications relevant to the quality
management system, including:
* onwhat it willcommunicate;
* when to communicate;
¢ with whom to communicate;
* how to communicate;
* who communicates.”

48
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Implementation Tips
You may develop an internal and external communication list if you like as below and don’t forget to
keep evidence of the communication such as meeting minutes, e-mails.

What to When to With whom to How to
communicate? communicate? communicate? communicate?
Internal

Communication

Quality/Environmental Upon Hire and Allemployees Via Face to Face
/OH&S/FSMS Policy Annually Meeting
External

Communication

Quality/Environmental Upon contract Contractors Via E-mail
/OH&S Policy initiation and annually
Dated: Approved by:

49
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Clause 7.5 Documented information - 7.5.1 General

* “The organization‘s quality management system shall include:
a) documented information required by this International Standard;

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:
* the size of organization and its type of activities, processes, products and services;
* the complexity of processes and their interactions;
* the competence of persons.”

50

50
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Clause 7.5.2 Creating & 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.”

51
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Clause 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) itis available and suitable for use, where
and when it is needed;
b) itis adequately protected (e.g. from loss of

confidentiality, improper use, or loss of
integrity).

52
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Clause 7.5.3 Control of documented Information -7.5.3.2

53

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: 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.”

53
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Clause 8.1 Operational planning and control

* “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).

55
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Clause 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;

d

e) establishing specific requirements for contingency actions, when relevant.”

)
)
c) obtaining customer feedback relating to products and services, including customer complaints;
) handling or controlling customer property:

)

56

56
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Clause 8.3 Design and development of
products and services

* “The organization shall establish, implement
and maintain a design and development
process that is appropriate to ensure the
subsequent provision of products and services.”
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Clause 8.4 Control of externally provided processes, products and services

* “The organization shall ensure that externally provided processes, products and services conform to
requirements.

» The organization shall determine the controls to be applied to externally provided processes, products
and services when:

a) products and services from external providers are intended for incorporation into the organization’s
own products and services;

b) products and services are provided directly to the customer(s) by external providers on behalf of the
organization;”

c) aprocessor part of a process, is provided by an external provider as a result of a decision by the

organization.

 The organization shall determine and apply criteria for the evaluation, selection, monitoring of
performance, and re-evaluation of external providers, based on their ability to provide processes or
products and services in accordance with requirements.

¢ The organization shall retain documented information of these activities and any necessary actions
arising from the evaluations.”

58
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Clause 8.5 Production and service provision —
8.5.1 Control of production and service provision

* “The organization shall implement production and service provisions under controlled conditions.

a)

Controlled conditions shallinclude, as applicable:

the availability of documented information that defines:

i. the characteristics of the products to be produced, the services to be provided, or the activities to
be performed

ii. theresultsto be achieved;
the availability and use of suitable monitoring and measuring resources;

the implementation of monitoring and measurement activities at appropriate stages to verify that
criteria for control of processes or outputs, and acceptance criteria for products and services, have
been met;”

the use of suitable infrastructure and environment for the operation of processes;

the appointment of competent persons, including any required qualification;

the validation, and periodic revalidation, of the ability to achieve planned results of the processes for
production of service provision, where the resulting output cannot be verified by subsequent
monitoring or measurement;

the implementation of actions to prevent human error;

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

59

60

Clause 8.6 Release of products and services

“The organization shallimplement the planned arrangements, at appropriate stages, to verify that the
products and service requirements have been met.

The release of products and services to the customer shall not proceed until the planned
arrangements have been satisfactorily completed, unless otherwise approved by a relevant authority
and, as applicable, by the customer.

* The organization shall retain documented information on the release of products and services. The

documented information shall include:
a) evidence of conformity with the acceptance criteria;

b) traceability to the person(s) authorizing the release.

60
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Clause 8.7 Control of nonconforming outputs

* “The organization shall ensure that outputs that do not conform to their requirements are identified and
controlled to prevent their unintended use or delivery.

» The organization shall take appropriate actions, based on the nature of the nonconformity and its effect
on the conformity of products and services. This shall also apply to nonconforming products and
services detected after delivery of products, or during and after the provision of services.”

61
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Clause 9. Performance evaluation - 9.1 Monitoring, measurement, analysis and
evaluation - 9.1.1 General

* “The organization shall determine:
a) what needs to be monitored and measured;
b) what methods for monitoring, measurement, analysis and evaluation needed to ensure valid results;
c) when the monitoring and measuring shall be performed;
d) when the results from monitoring and measurement shall be analyzed and evaluated; “

* The organization shall evaluate the performance and the effectiveness of the quality management
system.

* The organization shall retain appropriate documented information as evidence of the results.”

62
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Clause 9.1.2 Customer satisfaction

* “The organization shall monitor customers’
perceptions of the degree to which their needs
and expectations have been fulfilled. The
organization shall determine the methods for
obtaining, monitoring and reviewing this
information.

* Note: Examples of monitoring customer
perceptions can include customer surveys,
customer feedback on delivered products or

services, meetings with customers, market-

share analysis, compliments, warranty claims
and dealer reports.”
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Clause 9.1.3 Analysis and evaluation

* “The organization shall analyze and evaluate appropriate data and information arising from
monitoring and measurement. The result of analysis shall be used to evaluate:

a) conformity of products and services;

b) the degree of customer satisfaction;

c) the performance and effectiveness of the quality management system;
d) if planning has been implemented effectively;

e) the effectiveness of actions taken to address risks and opportunities;
f) the performance of external providers;

g) the need for improvements to the quality management system.

* NOTE: Methods to analyze data can include statistical techniques.

64
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Clause 9.2 Internal Audit

* 9.2.1 “The organization shall conduct internal
audits at planned intervals to provide
information on whether the quality management
system:

a) conforms to:
i. the organization‘s own requirements for its
quality management system;
ii. the requirements of this International
Standard;

b) s effectively implemented and maintained.”
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Clause 9.2 Internal Audit

* “The organization shall:

a) plan, establish, implement and maintain an audit program(s) including the frequency methods,
responsibilities, planning requirements and reporting, which shall take into consideration the
importance of the processes concerned, changes affecting the organization, and the results of
previous audits;

b) define the audit criteria and scope for each audit;

)
c) select auditors and conduct audits to ensure objectivity and the impartiality of the audit process;
d) ensure that the results of the audits are reported to relevant management,;

e) take appropriate correction and corrective action without undue delay;

f) retain documented information as evidence of the implementation of the audit program and the
audit results.

* NOTE: See ISO 19011 for guidance.”

66
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Implementation Tips
*  Your organization can develop an internal audit schedule such as table below.

Processes to be Audit Date Auditor Auditee
audited
Dated: Approved by:

. Ensure that the assigned auditor is independent of the audited process.

*  Your organization can record the results of the audit e.g. in the format of audit report and relevant results need
to be communicated to the worker, workers’ representatives if applicable and other relevant interested
parties.

*  Any audit nonconformities must be addressed per the corrective action process.

7 /
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Clause 9.3 - Management review —
9.3.1 General

* “Top management shall review the

organization's quality management system, at
planned intervals, to ensure its continuing
suitability, adequacy, effectiveness and
alignment with the strategic direction of the
organization.”

68
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—h

a.
b.
c.

° o

Clause 9.3 - Management review
9.3.2 Management review inputs

* “The management review shall be planned and carried out taking into consideration:

the status of actions from previous management reviews;
changes in external and internal issues that are relevant to the quality management system;
information on the performance and effectiveness of the quality management system, including
trends in:

i. customer satisfaction and feedback from relevant interested parties

ii. the extentto which quality objectives have been met;

iii. process performance and conformity of products and services

iv. nonconformities and corrective actions

v. monitoring and measurement results

vi. audit results

vii. the performance of external providers;
the adequacy of resources
the effectiveness of actions taken to address risks and opportunities (see 6.1);
opportunities for improvement.
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70

Clause 9.3 Management review
9.3.3 Management review outputs

* “The outputs of the management review shall include decisions and actions related to:
a) opportunities forimprovement;

b) any need for changes to the quality management system;

c) resource needs.

* The organization shall retain documented information as evidence of the results of management reviews.”

70

35



10/26/2026

4
By,

cupaill &yl L1 L bjo

Envirenmental Horizons Training Canter

71

Clause 10. Improvement - 10.1 General

* “The organization shall determine and select opportunities for improvement and implement any
necessary actions to meet customer requirements and enhance customer satisfaction.

* This shallinclude:

a) improving products and services to meet requirements as well as to address future needs and
expectations;

b) correcting, preventing or reducing undesired effects;

c) improving the performance and effectiveness of the quality management system.

* NOTE: Examples of improvement can include correction, corrective action, continual improvement,
breakthrough change, innovation and re-organization.

71
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Clause 10.2 Nonconformity and corrective action

* 10.2.1 “When a nonconformity occurs, including any arising from complaints, the organization shall:

a) reacttothe nonconformity and, as applicable:
i. take action to control and correct it;
ii. dealwiththe consequences;

b) evaluate the need for action to eliminate the cause(s) of the nonconformity, in order that it does not

recur or occur elsewhere, by:
i. reviewing and analysing the nonconformity;
ii. determiningthe causes of the nonconformity,
iii. determining if similar nonconformities exist, or could potentially occur;

c) implementany action needed;

d) review the effectiveness of any corrective action taken;

e) update risks and opportunities determined during planning, if necessary;
f)  make changes to the quality management system, if necessary.”

72

36



10/26/2026

-
Gyaill d iyl GLdl S0
ITC Environmental Horizons Training Cantar

Clause 10.2 Nonconformity and
corrective action

* “Corrective actions shall be appropriate to
the effects of the nonconformities
encountered.

* 10.2.2 The organization shall retain
documented information as evidence of:

a) the nature of the nonconformities and any
subsequent actions taken;

b) the results of any corrective action.”
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Clause 10.3 - Continual Improvement

* “The organization shall continually improve the suitability, adequacy and effectiveness of the
quality management system.

* The organization shall consider the outputs of analysis and evaluation, and the outputs from
management review, to determine if there are needs or opportunities that shall be addressed as
part of continual improvement.”

74
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76

Course Objectives

* Upon completion of this course you
will:

* Be able to prepare for, report on, carry
out and follow up an assessment or
audit.

* Have achieved the means to assess
and improve your own organisations
systems.
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Course Plan

Planning Audits
. . Collecting &
Conducting Audits Verifying Evidence

}

}

Non-Conformities
(NCR/ CheckKlist)

Objective Evidence

(ChecKlist)
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Course Plan

Preparing Audit Summary

Report
Preparation

Preparing Audit Conclusions

Documenting Audit Report

Completing
Audit

Closing
Meeting
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Audit

Systematic, independent and documented process to obtain audit
evidence and evaluating it ob%ectlvel to determine the extent to
which the agreed criteria are tulfille

g g A8 pl) A il 13) L apaat St 1) Aagie paad
A LA e 40 dbginalls w;,gmﬁs A i
As g gall CilaaY) (gdad o 5 a8 g 488 il g Axlela g 5ol

80

40



10/26/2026

-
Gyaill d iyl GLdl S0
ITC Environmental Horizons Training Cantar

Concepts Relating to Audit

Audit T Auditee
Programme
Audit Scope Audit Client
Audit Criteria Audit Team —_
\ Technical Expert
Audit .
Evidence Auf]to
Audit Findings Audit Qualifications

Conclusions
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daaall 3 Jala

Opening meeting Aalidy) dudal) <
Conduct The Audit daafpal) L
Review Findings daalyall GlliaMa daafu<

Present The Findings ( Private Meeting ) daaall gili e 3layi<
Closing Meeting dnalial) sl <

Reporting 2A<
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Audit Team A jal) (33 b o %::f}

Audit Purpose / Scope <Al pall e g Al ada g {é}
Audit Program Aan) yall gl g o238 {g}
Audit Plan Aan ) clid g Joudas o gy {E}
Escorts . pgle el Gl giacall agaad %g%
Closing Meeting L Aalad) Audall ao ga e syl {é}
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JUa
* Show me what you do?
¢ Where is that kept?
* How is that carried out ?
* When would you do this ?
* What happens after this is completed ?
*  Who will do that ?
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Personnel Characteristics ;) aaball duad i) cilewd)
Good Listener L e —
Open minded A pidia—
Diplomatic CAY) ra Jaladl) B ulagha -
Unbiased Jeale by dlaa—
Honest Chni 09y @Elaal) J& A Gl -
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Self-disciplined (L33 Jaszaia) aile —
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Positive Jalal) (B Sgagay (ol —
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NOT TO BE DAY alaall (e (galdsl)
DO Y-
Arrogant (Aladiag Gushria—
Opinionated Al Gudda -
Lazy Jdoms -
Shy Jdead -
Timid Sl of (Adg 3350 —
Gullible g1 Jgu —
Argumentative Jlaall s -
Self - important Aully Ciarae —
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EXAMPLE OF AN AUDIT CHECKLIST

CHECKING LIST FOR GMP ASSESSMENT

Date Location : Warehouse
Auditor Auditee
DESCRIPTION | GMP.REF. PARAMETER AUDIT FINDING
Personnel 1.21 - Organization structure

5.1.2 - Personnel hygiene

2.1.5 - Training record
Storage area 10.1.1 - Design and layout of defined area

3.1 - Flow of personnel and goods

3.6 - Structure of the storage area, based

3.9&3.10 on GMP

3.12.2 - HVAC system

- Record of monitoring parameter
Sanitation 3.1 - Pest record program
- The map of bait
5.3 - The cleanliness of weighing
apparatus
Documentation | 4.3 - Record of maintenance and
calibration of weighing apparatus
10.2.2.3 - The effectiveness of label system
10.2.2.1 - Inventory stock control
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