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ISO 14001 Structure

Adoption of new High-Level Structure _‘ Scope
. A
identical core text _ E?‘r_m?t_lyfe
common terms and key definitions _o Terms and
Simplified language and a common _‘ Context of the
MCHEEES - Ceacorship
This is particularly helpful to _o P[anning
organizations using and integrating
multiple management systems. _‘ Support
ICEESEE - operation
MNCEHEESHN - Performance
ECHEGEESON - improvement




6/11/2026

-
Gyaill d iyl GLdl S0
ITC Environmental Horizons Training Cantar

Clause 1: Scope (scope of the standard, not the system!) ISO
14001:2015

* This International Standard helps an organization achieve the intended
outcomes of its environmental management system, which provides
value for the environment, the organization itself and interested parties.
Consistent with the organization's environmental policy, the intended
outcomes of an EMS include:

* enhancement of environmental performance;
« fulfilment of compliance obligations;

* achievement of environmental objectives.
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Clause 2: Normative References
ISO 14001:2015

There are no normative references.
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Clause 3: Terms & Definitions - Key Terms and
Definitions 1SO 14001:2015

* Environmental Condition: state or characteristic
of the environment as determined at a certain
point of time.

* Life Cycle: consecutive and interlinked stages of a
product (or service) system, from raw material
acquisition or generation from natural resources
to final disposal.

* Note 1 to Entry: The life cycle includes acquisition of raw materials, design, production,
transportation/delivery, use, end-of-life treatment and final disposal.
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Product Life Cycle

Consecutive and interlinked stages of a product system from raw material acquisition or generation

from natural resources to final disposal
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ISO 14001 - Purpose
* ISO 14001 is aninternationally agreed standard that sets out the requirements for an
environmental management system.
* It helps organizations improve their environmental performance through more efficient use
of resources and reduction of waste, gaining a competitive advantage and the trust of
stakeholders.
4
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ISO 14001 and the PDCA approach

Scope of the Environmental Management System )
Internal and external Needs and expectations

issues \ / of interested parties

b Intended J
Outcomes
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Definitions

* Environmental Impacts and
Aspects

* Environmental Conditions
* Compliance Obligations

* Environmental Performance

Life Cycle
Risks and Opportunities
Prevention of Pollution

Interested party
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Overview

* Purpose of this section:

* To explain the interrelationship between
the requirements of ISO 14001:2015
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Benefits of an Initial Environmental Review

* The Initial Environmental Review helps determine the organization's environmental position,
and should include:

* Organizational context and interested parties

* Compliance obligations

* Recognize items/areas with environmental impact

* Environmental Performance Criteria

* Feedback of previous experiences

* Opportunities for improvement in-house as well as external (contractors, vendors, etc.)

* And more!

H.
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EMS

Benefits of IMPLEMENTATION SWOT
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Context and Leadership ( N )

* Purpose of the section:

» To develop an awareness for relationship
between external and internal issues, the
relevant requirements of relevant
interested parties and scope; To develop an
awareness concepts for the leadership, for
policy and objectives of the organisation
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Clause 4.1: Understanding the Organization and its Context
ISO 14001:2015

“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
environmental management system. Such issues shall include environmental
conditions being affected by or capable of affecting the organization” ISO
14001:2015.

14
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CLAUSE 4.1 UNDERSTANDING THE ORGANIZATION AND ITS CONTEXT
1ISO 14001:2015

The organization shall determine external and internalissues that are relevant to its purpose
and that affect its ability to achieve the intended outcome(s) of its EMS 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 & Organizati Ci
Facilities Structure Values

Suppliers and

Technological Advancement Contractors

Natural Surroundings

15
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CLAUSE 4.2: UNDERSTANDING THE NEEDS AND EXPECTATIONS OF WORKERS AND OTHER INTERESTED
PARTIES
1SO 14001:2015

The organization shall determine:

a) theotherinterested parties, in addition to workers, that are relevant to the EMS 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.

16
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Clause 4.3: Determining the Scope of the EMS
ISO 14001:2015

* The organization shall determine the boundaries and applicability of
the EMS to establish its scope. When determining this scope, the
organization shall consider:

* the external andinternalissues referred toin 4.1;

the compliance obligations referred to in 4.2;

its organizational units, functions, and physical boundaries;
its activities, products and services;

its authority and ability to exercise control and influence.

* Oncethe scope is defined, all activities, products and services of the
organization within that scope need to be included in the EMS.

* The scope shall be maintained as documented information and be
available to interested parties”

17
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Determining the scope D

* The scope is:
* physical boundaries
* organizational boundaries

* Itis not permissible to exclude activities, products and services from the control of the EMS
if included within the identified scope

18
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Clause 4.4: Environmental
Management System ISO
14001:2015

* “The organization shall establish,
implement, maintain and continually
improve an EMS, including the
processes needed and their
interactions, in accordance with the
requirements of this International
Standard, to enhanceits
environmental performance.

* The organization shall consider the
knowledge of its context when
establishing and maintaining the

EMS.”1SO 14001:2015

20

Clause 5.1: Leadership and Commitment
ISO 14001:2015

*“Top management shall demonstrate leadership and commitment with respect to the EMS by:

taking accountability for the effectiveness of the EMS;

ensuring that the environmental policy and environmental objectives are established and
are compatible with the strategic direction and the context of the organization;

ensuring the integration of the EMS requirements into the organization’s business
processes;

* ensuring that the resources needed for the EMS are available;

“communicating the importance of effective environmental management and of
conforming to the EMS requirements;

ensuring that the EMS achieves its intended outcomes;

directing and supporting persons to contribute to the effectiveness of the EMS;
promoting continual improvement;

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.

10
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TOP MANAGEMENT

* Accountable for the
effectiveness of the EMS
Management System

* A more proactive leadership
role and greater involvement

@

21

Clause 5.2: Environmental
Policy ISO 14001:2015

* The environmental policy shall:

* be maintained as documented
information;

* be communicated within the
orgamzat|on

@

11
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Clause 5.3: Organizational Roles, Responsibilities & Authorities
ISO 14001:2015

* “Top management shall ensure that the responsibilities
and authorities for relevant roles are assigned and
communicated within the organization.

* Top management shall assign the responsibility and
authority for:

* ensuring that the EMS conforms to the requirements of this
International Standard;

* reporting on the performance of the EMS, including environmental
performance, to top management.”

23

Clause 6.1: Actions to Address Risks and
Opportunities ISO 14001:2015

*6.1.1 General

* The organization shall establish, implement and maintain the process(es) needed to meet the
requirementsin 6.1.1 to 6.1.4.
*  When planning for the EMS, the organization shall consider a) the issues referred to in 4.1; b)
the requirements referred to in 4.2; c) the scope of its environmental management system;
and determine the risks and opportunities, related to its environmental aspects (see 6.1.2),
compliance obligations (see 6.1.3) and other issues and requirements, identified in 4.1 and
4.2 that need to be addressed to:
 give assurance that the environmental management system can achieve its intended
outcomes;

 prevent or reduce undesired effects, including the potential for external environmental
conditions to affect the organization;

 achieve continual improvement.

* Within the scope of the environmental management system, the organization shall determine
potential emergency situations, including those that can have an environmental impact.

* The organization shall maintain documented information of its:

« risks and opportunities that need to be addressed;
* process(es) needed in 6.1.1 to 6.1.4 to the extent necessary to have confidence they are
carried out as planned.

12
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IMPLEMENTATION TIPS

You can consider developing a SWOT (Strengths, Weaknesses, Opportunities and Threats) for
defining strategic level of Environmental/OH&S Risks and Opportunities.

25
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Clause 6.1: Actions to Address Risks and
Opportunities ISO 14001:2015

*6.1.2 Environmental Aspects
* “Within the defined scope of the EMS, the organization shall:

» determine the environmental aspects of its activities, products and services that it can
control and those that it can influence, and their associated environmentalimpacts,
considering a life cycle perspective;

* When determining environmental aspects, the organization shall take into account:

* change, including planned or new developments, and new or modified activities,
products and services;

* abnormal conditions and reasonably foreseeable emergency situations.

* The organization shall determine those aspects that have or can have a significantimpacti.e.
significant environment aspects, by using established criteria.”

* “The organization shall communicate its significant environmental aspects among the various
levels and functions of the organization, as appropriate.

* The organization shall maintain documented information of its:

* environmental aspects and associated environmentalimpacts;

» criteria used to determine its significant environmental aspects;

» significant environmental aspects.

*NOTE: Significant environmental aspects can result in risks and opportunities associated with
either adverse environmental impacts (threats) or beneficial environmental impacts
(opportunities).”

13



6.1.2 Environmental Aspects and Impacts

* Purpose of the section:

* To explain the establishment and evaluation
of environmental aspects and Impact and the
process of determination of those with
significantimpact on the environment and
their relative importance; describe related

objective setting and monitoring

27
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Examples
* Aspects (Give definition?)
* Air Emissions

* Natural Resources
* Recycling

* Impacts (Give definition?
* Degradation of Air Quality (Give definition?)
* Decrease in Natural Resources

* Increase in Landfill Space

* Activity (Give definition?)

* Fueling/Operating Vehicles
* Purchase of Chemicals

* Environmental Education

28
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Rating

—

29

I Assess Significance

Establish Scope

a1

Identify Aspects

\

Quantify Aspects

Set Criteria for Significance

=>

Overview of Significance

Significant Aspects

4
il digll gL al j Sp0
TG Envirenmental Horizons Training Centar

Direct
(Controlled by
Organisation)
Indirect

(Influenced by
Organisation)

Environmental Aspects

Air
Water
Land
Community

Pollution caused by
suppliers,
contractors and

customers

Water
Energy
Fuel
Raw Materials

Resource use by
suppliers,
contractors and
customers

30
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Identifying Environmental Aspects -Overview

Pr
Inputs OCGS%(C Outputs
=Yg
RESOURCE USAGE R._’IM POLLUTION
[aaiaial 1]
Raw Materials i Air
. (P--= el M
nergy Water
Naturalresources ACtIVItI eS Waste
Community

31
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Assessing the Significance of the Aspects

> Purpose

To assess the potential for an aspect to cause harm to
the environment

> Methodology
Set criteria
Different criteria for pollution, use of resources, indirect

32

16
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Criteria

¢ Pollution
Likelihood that pollution will occur
Consequence to environment and business

* Use of Resources
Scale of use
Scarcity of resource

¢ Indirect
Consequence of impact
Level of influence

H.
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Continual Improvement

* Check significantaspects
* Compare with legal and policy requirements

» Set objectives to reduce the significance

17
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Clause 6.1: Actions to Address Risks and
Opportunities ISO 14001:2015

*6.1.3 Compliance Obligations

* “The organization shall:
* identify and have access to the compliance obligations related to its environmental
aspects;
* determine how these compliance obligations apply to the organization.
 take these compliance obligations into account when establishing, implementing,

maintaining and continually improving its environmental management system.

* The organization shall maintain documented information of its compliance
obligations.

*NOTE: Compliance obligations can have the potential to result in risk
associated with either adverse impacts (threats) or beneficial impacts
(opportunities) to the organization.”

*NOTE: Compliance obligations can resultin risks and opportunities to the
organization.

35
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IMPLEMENTATION TIPS

You can consider developing a Environmental Compliance Obligations and EMS Legal and Other
Requirements Register such as below:

Environmental Compliance Obligations:

EMS Legal Requirements:
1
2)
3)

EMS Other Requirements:
1)

Dated: Prepared by:

36
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6.1.4 Planning actions

* The organization will have to plan actions to:

v/ address the environmental aspects

v compliance obligations

v’ determined risks related to threats and

opportunities

* ...and evaluate their effectiveness

4
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38

6.2 Objectives and plans

Environmental objectives at:
v'Strategic level

v'Tactical level
v'Operational level

A

Policy

OBJECTIVES

Risks and
opportunities

L

Compliance
obligations

19
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Objectives - Guide Words

* Increase/Improve
* Maintain/Continue
* Reduce

* Introduce

* Eliminate
Plans
. Who isto do
What by
When and with what
Result and what is the
Progress

39

Support and Operation

* Purpose of the section:

* To develop an awareness of all Support and
Operation of EMS.

* Tobe able to interpret all aspects on the
Stage DO from PDCA Model into definable
management activities

» State the requirements for documented
information and explain the difference
between maintaining and retaining
documented information

@

20
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Resources

* Human resources - specialized skills and knowledge

* Natural resources

* Infrastructure - organization’s buildings, equipment, underground
tanks and drainage system

* Technology and financial resources.

o = )

41
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Competence and awareness

* Demonstrate Competency around significant aspects

* I[dentify Training Needs, regarding environmental aspects and
EMS

* Conduct Trainings (Training records)

o = )

42
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Clause 7.4 Communication
ISO 14001:2015

* 7.4.1General
* “The organization shall establish and implement the process(es) for internal and external communications relevant
to the EMS, including:
* onwhatit willcommunicate
* whento communicate
* with whom to communicate
* how to communicate

* When planning its communications process(es), the organization shall:
» takeinto accountits compliance obligations;

* ensure that environmental information communicated is consistent with information generated within the EMS
and is reliable.

* The organization shall respond to relevant communications on its EMS.
* The organization shall retain documented information as evidence of its communications, as appropriate.”

43
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44

Clause 7.4 Communication
ISO 14001:2015

* 7.4.2 Internal Communication

* The organization shall:

a) Internally communicate information relevant to the EMS among the various levels and
functions of the organization, including changes to the EMS, as appropriate;

b)ensure its communication process(es) enable(s) person doing work under the
organization's control to contribute to continual improvement.”

44

22
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Clause 7.4 Communication ( n)
ISO 14001:2015

¢ 7.4.3 External Communication

“The organization shall externally communicate
information relevant to the EMS, as established by
the organization’s communication process(es)
and as required by its compliance obligations.”

45
45
H
. " |
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 communicate? When to communicate? With whom to How to communicate?

communicate?

Internal Communication

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

External Communication

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

23
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Clause 7.5 Documented Information
ISO 14001:2015

*7.5.1 General
* The organization’s EMS 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 EMS.

*NOTE: The extent of documented information for an environmental
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 need to demonstrate fulfilment of its compliance obligations;
* the complexity of processes and their interactions; and
* the competence of persons doing work under the organization’s control.

47

Clause 7.5 Documented
Information
ISO 14001:2015

* 7.5.2 Creating and Updating

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

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

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

* review and approval for suitability
and adequacy.

48
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Clause 7.5 Documented Information
ISO 14001:2015

*7.5.3 Control of Documented Information
* Documentedinformation required by the EMS and by this International Standard shall be
controlled to ensure:
 itis available and suitable for use, where and whenitis needed;
e it its adte(;uately protected (e.g. from loss of confidentiality, improper use, or loss of
integrity).
* For the control of documented information, the organization shall address the following
activities, as applicable:
« distribution, access, retrieval and use;
« storage and preservation, including preservation of legibility;
« control of changes (e.g. version control);
* retention and disposition.
* Documentedinformation of external origin determined by the organization to be necessary
for the planning and operation of the EMS shall be identified, as appropriate, and controlled.

*NOTE: Access can imply a decision regarding the permission to view the documented
|n¥0rmat|on only, or the permission and authority to view and change the documented
information

49
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Clause 8.1 Operational Planning and Control
ISO 14001:2015

* “The organization shall establish, implement, control and maintain the
processes needed to meet EMS requnrements and to implement the actions
identified in 6.1 and 6.2, by:

* establishing operating criteria for the process(es);
* implementing control of the process(es), in accordance with the operating criteria.

* 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 or
influenced. The te/ge and extent of control or influence to be applied to these
process(es) shall be defined within the EMS.

*NOTE: Controls can include engineering controls and procedures. Controls
can be implemented following a hierarc y{e .g. elimination, substltutlon
administrative) and can be used individually or in combination.”

50

50
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Clause 8.2 Emergency Preparedness and Response
ISO 14001:2015

* “The organization shall establish, implement and maintain the process(es)
needed to prepare for and respond to potential emergency situations
identified in 6.1.1.

* The organization shall:

a) prepare to respond by planning actions to prevent or mitigate adverse environmental
impacts from emergency situations;

b) Respond to actual emergency situations;

c) take action to prevent or mitigate the consequences of emergency situations,
appropriate to the magnitude of the emergency and the potential environmental impact;

d) periodically test the planned response actions, where practicable;

e) periodically review and revise the process(es) and planned response actions, in
particular after the occurrence of emergency situations or tests.”

f)  Provide relevant information and training related to emergency preparedness and
response,las appropriate, to relevant interested parties, including persons working under
its control.

* The organization shall maintain documented information to the extent necessary to have
confidence that the process(es) is (are) carried as planned.

51

51

Clause 9.1 Monitoring, Measurement, Analysis and Evaluation
ISO 14001:2015

*9.1.1 General

« The organization shall monitor, measure, analyze and evaluate its environmental performance.

. The organization shall determine:

what needs to be monitored and measured

b the methods for monitoring, measurement, analysis and evaluation, as applicable, to ensure
valid results;

c) the criteria against which the organization will evaluate its environmental performance, and
appropriate indicators;

d when the monitoring and measuring shall be performed;
when the results from monitoring and measurement shall be analyzed and evaluated.

. The organization shall ensure that calibrated or verified monitoring and measurement equipment is
used and maintained as af}propnate

= The organization shall evaluate its environmental performance and the effectiveness of the EMS.

* The organization shall communicate relevant environmental performance information both
internally and externally, as identified in its communication process(es) and as required by its
compliance obligations.

* The organization shall retain appropriate documented information as evidence of the monitoring,
measurement, analysis and evaluation results.

52

52
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Clause 9.1 Monitoring, Measurement, Analysis and Evaluation
ISO 14001:2015

*9.1.2 Evaluation of Compliance

* “The organization shall establish, implement and maintain the
process(es) needed to evaluate fulfilment of its compliance obligations.
* The organization shall:
* determine the frequency that compliance will be evaluated;
* evaluate compliance and take action if needed;
* maintain knowledge and understanding of its compliance status.

* The organization shall retain documented information as evidence of the
compliance evaluation result(s).”

53
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Clause 9.2 Internal Audit
ISO 14001:2015

°9.2.1 General

*The organization shall conduct internal audits at planned
intervals to provide information on whether the EMS:

e conforms to:
* the organization’s own requirements for its EMS
* the requirements of this International Standard

* is effectively implemented and maintained.

54
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55

Clause 9.2 Internal Audit
ISO 14001:2015
°9.2.2: Internal Audit Program

The organization shall establish, implement and maintain (an) internal
audit program(s), |nclud|n§ the frequency, methods, responsibilities,
plannin requlrements and reporting of its internal audits. When
establishing the internal audit program, the organization shall take into
consideration the environmental importance of the processes
concerned, changes affecting the organization and the results of
previous audits.
The organization shall:

» define the audit criteria and scope for each audit;

 select auditors and conduct audits to ensure objectivity and the impartiality of

the audit process;
* ensure that the results of the audits are reported to relevant management.

The organization shall retain documented information as evidence of
the implementation of the audit program and the audit results.”

55
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56

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
relevantinterested parties.

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

28
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Clause 9.3 Management Review
ISO 14001:2015

* “Top management shall review the organization's EMS at planned intervals, to
ensure its continuing suitability, adequacy and effectiveness.

* The management review shall include consideration of:

a) the status of actions from previous management reviews;

b) changesin:
i. external andinternalissues that are relevant to the EMS;
ii. Theneeds and expectation of interested parties, including compliance obligations;
iii. its significant environmental aspects;
iv. risks and opportunities

a) the extentto which environmental objectives have been achieved;

b) information on the organization’s environmental performance, including trends in:
i. nonconformities and corrective actions;
ii.  monitoring and measurement results;
iii.  Fulfilment of its compliance obligations;
iv. auditresults;

a) the adequacy of resources

b) relevant communication(s) from interested parties, including complaints;

c) opportunities for continual improvement

57

57

Clause 9.3 Management Review
ISO 14001:2015

* The outputs of the management review shall include:

* conclusions on the continuing suitability, adequacy and effectiveness
of the EMS

* decisions related to continual improvement opportunities

* decision related to any need for changes to the EMS, including
resource

* actions, if needed, when environmental objectives have not been
achieved

* Opportunities to improve integration of the EMS with other business
processes, if needed:

* any implications for the strategic direction of the organization

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

58

58
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59

Clause 10 :Improvement
Clause 10.2 Nonconformity and Corrective Action

ISO 14001:2015

*  When a nonconformity occurs, the organization shall:
* reacttothe nonconformity and, as applicable:
a) take action to control and correct it
b) dealw{th the consequences, including mitigating adverse environmental
impacts;
» evaluate the need for action to eliminate the causes of the nonconformity, in order
that it does not recur or occur elsewhere, by:
a) reviewing the nonconformity;
b) determining the causes of the nonconformity;
c) determining if similar nonconformities exist, or could potentially occur;
¢ implementany action needed;
* review the effectiveness of any corrective action taken; and
* make changes to the EMS, if necessary.
« Corrective actions shall be appropriate to the significance of the effects of the
nonconformities encountered, including the environmentalimpact(s).
* The organization shall retain documented information as evidence of:
* the nature of the nonconformities and any subsequent actions taken

* theresults of any corrective action.

59

Improvement

* Purpose of the section:

* Qutline and explain the process involved in
improving the environmental management
system

@
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Nonconformity and corrective actions

* “React” to the non-conformity:
* Actions to control it
+ Dealwith the “consequences

« Eliminate the cause
* Review
* Determining their cause
* Other similar nonconformities do or potentially could exist

* Implement actions

* Review the effectiveness

* Changes if necessary to the EMS

-
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CORRECTIVE ACTION

» Taken to prevent recurrence whereas

* Appropriate to the significance of the effects

* Root cause analysis combined with corrective action to help understand the cause of the
deviation and potentially prevent recurrence of a similar problem.

* There can be more than one cause for a nonconformity

* One of the key purposes of an environmental management system is to act as a preventive tool

62
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Root cause analysis
» Finding real causes of the problem and dealing with it rather than continuing to deal with the
symptoms.
» Astep by step method that leads to the discovery of a root cause or root causes.
* Aninvestigation traces the cause and effect trail from the end failure (impact/ problem/ issue/
unwanted situation) back to the root cause.
* ldentifying the linkages between issues affecting the ecosystem (e.g. wetlands) and their causes in
order to solve the problems more effectively.
* ldentifying the real and potential threats and their underlying root causes, to the health of wetlands.
4
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Root Cause Analysis

Ask "Why?" 5 Times

AR T
El
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Continual improvement

* The organization shall continually improve the suitability, adequacy or effectiveness of the
environmental performance.

* The organization can use the processes such as
* leadership,
* planning

* and performance evaluation,

to achieve improvement.

65
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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.

66
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Course Plan

Planning Audits
. . Collecting &
Conducting Audits Verifying Evidence

}

}

Non-Conformities
(NCR/ CheckKlist)

Objective Evidence

(ChecKlist)

67
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Course Plan

Preparing Audit Summary

Report
Preparation

Preparing Audit Conclusions

Documenting Audit Report

Completing
Audit

Closing
Meeting

68
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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
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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

71
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A 2 Al

INTERNAL AUDITOR

¥

e1aY A dali) dgalg ¢ cilaal pall L8 S A e (ol i
VS RRYY
Qualified & Authorized
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Enviro
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Audit dax|y0ll
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Audit Team dxx>lwll 30
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Audit Finding dx>!yJl 756
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Audit Conclusion da>yl doMs
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ISO 19011
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Enviro
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Principles Of Auditing slealulligsla - lgls
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Principles of Auditing lzalialligulya ‘
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Phases of an Audit 4}l Ja)sa

Planning and preparation

Performance

Reporting And Follow-up
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Audit Performance daa)ll 1.di -3

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 Performing daaj,al) L -3

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 ?

96
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Audit Performance 4safyal) i1 -3

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 -
Patient (Ao cuiaiy V) Jaall) (568 JL) Jugh jgea —
Self-disciplined (L33 Jaszaia) aile —
Interested (el dali dadh L) danhyalls aiga —
Empathetic ((bsy) 2enia p8) AT joldial fala—
Positive Jalal) (B Sgagay (ol —
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Audit Performance 4sajyall 3415 -3

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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Responsibilities of the Team
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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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