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Overview of this ISO 19011 Manual

Training Manual for ISO 19011: Guidelines for Auditing Management Systems

Overview of this ISO 19011 Manual

1.1 Purpose and Scope: ISO 19011 provides guidelines for auditing management systems,
including quality management systems, environmental management systems, and occupational
health and safety management systems. This section introduces the purpose, scope, and

application of the standard.

1.2 Key Concepts: This section explains key concepts such as auditing, management systems,
and risk-based approach to audits. It also covers the principles of auditing, including integrity,

fair presentation, due professional care, confidentiality, and independence.

1.3 Benefits of ISO 19011: Here, the benefits of implementing ISO 19011 are highlighted.
These include improved management system performance, enhanced credibility and trust,

better risk management, and increased organizational efficiency.
Understanding the Auditing Process

2.1 Audit Principles: This section explains the seven principles of auditing outlined in ISO
19011, including integrity, fair presentation, professional competence and due care,

confidentiality, independence, evidence-based approach, and risk-based approach.

2.2 Types of Audits: Different types of audits, such as internal audits, external audits, first-

party audits, second-party audits, and third-party audits, are discussed in detail in this section.
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2.3 Audit Objectives: The objectives of an audit are crucial for its success. This section
explains the various objectives of an audit, including compliance assessment, system

evaluation, process evaluation, and performance evaluation.

2.4 Roles and Responsibilities in Auditing: This section outlines the roles and responsibilities
of auditors, lead auditors, audit teams, auditees, and the management team. It also covers the

importance of competence and ethical behavior in auditing.

Preparing for an Audit

3.1 Audit Planning: This section explains the steps involved in planning an audit, including
defining audit criteria, determining audit scope, selecting the audit team, and establishing the

audit schedule.

3.2 Establishing Audit Criteria: Defining audit criteria is essential for conducting effective
audits. This section provides guidance on establishing audit criteria based on applicable

standards, regulations, and organizational requirements.

3.3 Developing an Audit Program: An audit program helps ensure that audits are conducted
systematically and efficiently. This section covers the development of an audit program,

including the identification of audit activities, resources, and timelines.

3.4 Audit Resources and Competence: This section discusses the resources required for
conducting audits, such as competent auditors, access to relevant information, and appropriate
audit tools. It also emphasizes the importance of auditor competence and continuous

professional development.
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Conducting an Audit

4.1 Entry Meeting: The entry meeting sets the tone for the audit. This section provides
guidance on conducting an effective entry meeting, including introducing the audit team,

explaining the audit objectives and process, and addressing any initial concerns.

4.2 Gathering Audit Evidence: Collecting sufficient and appropriate audit evidence is crucial
for making informed audit findings. This section explains various methods for gathering audit

evidence, such as document review, interviews, observations, and site inspections.

4.3 Document Review: The review of documents provides valuable insights into the
effectiveness of management systems. This section covers the process of reviewing documents,

including policies, procedures, records, and other relevant documentation.

4.4 Interview Techniques: Interviews allow auditors to gather information and clarify any
uncertainties. This section provides guidance on conducting effective interviews, including

preparing interview questions, active listening, and managing the interview process.

4.5 Observations and Site Inspections: This section discusses the importance of conducting
observations and site inspections during audits. It covers techniques for effective observations,

such as visual inspections, data collection, and noting process interactions.
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Audit Reporting

5.1 Nonconformity and Corrective Actions: Identifying nonconformities and ensuring their
timely correction is a crucial aspect of auditing. This section explains the process of
identifying nonconformities, documenting them, and ensuring appropriate corrective actions

are taken.

5.2 Audit Findings: This section covers the process of analyzing audit evidence, evaluating
findings, and categorizing them as conformities, opportunities for improvement, or

nonconformities. It also provides guidance on documenting and communicating audit findings.

5.3 Audit Report Structure and Contents: An audit report documents the audit process,
findings, conclusions, and recommendations. This section explains the structure and contents
of an audit report, including executive summary, audit scope, audit criteria, and detailed

findings.

5.4 Audit Reporting Process: This section outlines the process of finalizing and distributing the
audit report. It covers the review and approval of the report, addressing auditee comments, and

ensuring confidentiality and appropriate distribution of the report.

Audit Follow-Up

6.1 Corrective Actions and Improvements: After an audit, corrective actions are necessary to
address identified nonconformities and improve the management system. This section explains

the process of developing corrective action plans and implementing them effectively.

6.2 Verification of Corrective Actions: Verifying the effectiveness of corrective actions is
essential to ensure long-term improvement. This section provides guidance on verifying

corrective actions, including conducting follow-up audits, reviewing evidence, and evaluating

the implementation. Overview of this ISO 19011 Manual


https://app.designrr.io/projectHtml/1233727?token=74acba9430dff7149537caa502840333&embed_fonts=&pdf=1

Overview of this ISO 19011 Manual

6.3 Audit Closure: This section covers the steps involved in closing an audit, including
finalizing corrective actions, obtaining auditee agreement, and officially closing the audit

process.

6.4 Surveillance Audits: Surveillance audits are conducted periodically to ensure the ongoing
effectiveness of the management system. This section explains the purpose and process of

surveillance audits, including planning, conducting, and reporting on these audits.

Managing the Audit Program

7.1 Program Management: Managing the audit program requires effective planning, resource
allocation, and coordination. This section provides guidance on establishing and maintaining
an audit program, including defining program objectives, developing procedures, and

allocating resources.

7.2 Audit Program Monitoring: This section explains the importance of monitoring the
performance of the audit program, including conducting internal audits of the program,

tracking key performance indicators, and addressing program nonconformities.

7.3 Audit Program Improvement: Continuous improvement of the audit program enhances its
effectiveness and efficiency. This section covers techniques for identifying opportunities for

improvement, collecting feedback, and implementing changes to the audit program.

7.4 Audit Program Review: Regular reviews of the audit program help ensure its alignment
with organizational goals and objectives. This section provides guidance on conducting audit
program reviews, including evaluating program performance, identifying strengths and

weaknesses, and planning for program enhancements.
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Case Studies and Exercises

8.1 Practical Audit Scenarios: This section presents realistic audit scenarios to enhance
participants' understanding and application of ISO 19011 principles. It allows participants to

analyze and discuss different auditing situations and develop appropriate audit strategies.

8.2 Group Discussions and Role-Playing: Group discussions and role-playing exercises
encourage active participation and practical application of auditing principles. This section
provides guidelines for conducting interactive activities to simulate auditing scenarios and

improve participants' audit skills.

8.3 Audit Report Writing Exercises: Participants practice writing audit reports based on
provided scenarios, focusing on clarity, accuracy, and effectiveness in communicating audit

findings and recommendations.

8.4 Corrective Action Planning Exercises: This section presents exercises that require
participants to develop corrective action plans based on identified nonconformities. It
emphasizes the importance of addressing root causes, setting measurable objectives, and

tracking progress.

Appendix

9.1 ISO 19011:2018 - Guidelines for Auditing Management Systems: This appendix includes a

summary of the ISO 19011 standard to serve as a quick reference for participants.

9.2 Glossary of Terms: A comprehensive glossary of key terms and definitions used in ISO

19011 and the auditing process.
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9.3 Reference Materials: A list of recommended reference materials for further study on

auditing principles, techniques, and best practices.

9.4 Audit Checklist Templates: Sample audit checklist templates that participants can adapt

and use during audits, covering different management system requirements and audit criteria.

Note: This training manual should be used as a guide and can be tailored to specific
organizational needs and requirements. It is essential to refer to the ISO 19011 standard for the

complete and accurate implementation of auditing processes.

Introduction to ISO 19011: Guidelines for
Auditing Management Systems

ISO 19011 is an international standard that provides guidelines for auditing management
systems. It offers a systematic and structured approach to conducting audits, ensuring the

effective evaluation of an organization's management systems, processes, and performance.

The purpose of ISO 19011 is to promote consistency, competence, and credibility in auditing
practices. It serves as a valuable resource for auditors, audit teams, and organizations seeking
to evaluate and improve their management systems, including quality management systems,

environmental management systems, and occupational health and safety management systems.
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The scope of ISO 19011 encompasses the entire auditing process, from planning and
conducting audits to reporting findings and following up on corrective actions. It emphasizes
the principles of auditing, including integrity, fair presentation, due professional care,
confidentiality, and independence. By adhering to these principles, auditors can ensure

unbiased assessments and reliable audit outcomes.

ISO 19011 adopts a risk-based approach to audits, considering the risks and opportunities
associated with an organization's management systems. This approach enables auditors to
focus on areas of significant importance and potential impact, thereby improving the efficiency

and effectiveness of audits.

Implementing ISO 19011 brings numerous benefits to organizations. It provides a framework
for evaluating and enhancing management system performance, identifying nonconformities
and opportunities for improvement, and ensuring compliance with applicable standards and
regulations. By following the guidelines set forth in ISO 19011, organizations can enhance

their credibility, trust, and reputation, both internally and externally.

ISO 19011 is applicable to various types of audits, including internal audits conducted by
organizations themselves, external audits carried out by customers or regulatory bodies, and
third-party certification audits performed by independent certification bodies. It provides a
common language and framework for auditors across different sectors and industries,

facilitating consistency and comparability in audit practices.
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This training manual on ISO 19011 aims to equip auditors and audit teams with the necessary
knowledge and skills to conduct audits effectively and in accordance with the standard's
guidelines. It covers key concepts, audit principles, planning and conducting audits, reporting
audit findings, and following up on corrective actions. Through practical case studies,
exercises, and discussions, participants will gain hands-on experience and improve their

auditing capabilities.

By implementing ISO 19011 and conducting audits in line with its guidelines, organizations
can continuously monitor and improve their management systems, leading to enhanced
performance, customer satisfaction, and sustainable success in today's dynamic and

competitive business environment.

Key Concepts to ISO 19011

Key Concepts of ISO 19011: Guidelines for Auditing Management Systems

Auditing: Auditing is the systematic, independent, and documented process of obtaining audit
evidence and evaluating it objectively to determine the extent to which audit criteria are
fulfilled. It involves assessing the effectiveness, efficiency, and compliance of management

systems and processes.

Management Systems: Management systems refer to the framework of policies, processes,
procedures, and resources that an organization establishes to achieve its objectives. ISO 19011
provides guidance on auditing various types of management systems, including quality
management systems, environmental management systems, and occupational health and safety

management systems.
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Risk-Based Approach: ISO 19011 promotes a risk-based approach to auditing, which involves
identifying and assessing risks and opportunities related to the management system being
audited. This approach ensures that audits focus on areas with the highest significance and

potential impact, enabling more efficient and effective audits.

Audit Principles: ISO 19011 outlines seven fundamental principles that guide the auditing

process:

a. Integrity: Auditors must act honestly, ethically, and with credibility, maintaining their

professional integrity throughout the audit process.

b. Fair Presentation: Audit findings and conclusions should be based on evidence and

objectively reported, ensuring a fair representation of the audited entity.

c. Due Professional Care: Auditors must exercise care and diligence in conducting audits,

applying the necessary knowledge, skills, and experience.

d. Confidentiality: Auditors should protect the confidentiality of audit information and use it

only for the intended purposes of the audit.

e. Independence: Auditors must be independent and impartial, avoiding conflicts of interest

that could compromise their objectivity.

f. Evidence-based Approach: Audit findings and conclusions should be supported by sufficient,

reliable, and relevant audit evidence.
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g. Risk-Based Approach: Audits should consider the risks and opportunities associated with

the audited management system, focusing on areas of significant importance.

Audit Objectives: The objectives of an audit vary depending on the purpose and scope of the
audit. Common audit objectives include assessing compliance with requirements, evaluating
the effectiveness of processes, identifying nonconformities and opportunities for improvement,

and verifying the implementation of corrective actions.

Audit Criteria: Audit criteria are the standards, regulations, policies, procedures, and
requirements against which the audited management system is evaluated. These criteria

provide a benchmark for determining conformity and performance levels.

Roles and Responsibilities: ISO 19011 defines the roles and responsibilities of various
stakeholders involved in the audit process. This includes auditors, lead auditors, audit teams,
auditees (the organization being audited), and the management team. Clear delineation of roles

ensures accountability and effective communication during the audit.

By understanding these key concepts, auditors and organizations can effectively apply the
principles and guidelines outlined in ISO 19011 to conduct comprehensive and valuable audits
of their management systems. These concepts form the foundation for consistent, reliable, and
objective auditing practices that contribute to continuous improvement and organizational

success.

Benefits of ISO 19011

Benefits of ISO 19011: Guidelines for Auditing Management Systems
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Enhanced Management System Performance: ISO 19011 provides a systematic approach to
auditing management systems, enabling organizations to identify strengths, weaknesses, and
areas for improvement. By conducting audits based on ISO 19011 guidelines, organizations
can enhance the effectiveness and efficiency of their management systems, leading to

improved overall performance.

Improved Risk Management: The risk-based approach emphasized in ISO 19011 helps
organizations identify and assess risks and opportunities related to their management systems.
Through audits conducted in line with this approach, organizations can identify potential risks,
implement appropriate controls, and take proactive measures to manage and mitigate risks

effectively.

Increased Credibility and Trust: ISO 19011 promotes the principles of integrity, fairness, and
due professional care in auditing. By adhering to these principles, auditors demonstrate their
competence, impartiality, and ethical behavior, enhancing the credibility and trustworthiness of
audit findings and conclusions. This, in turn, enhances the organization's reputation among

stakeholders and interested parties.

Compliance with Standards and Regulations: ISO 19011 assists organizations in ensuring
compliance with applicable standards, regulations, and legal requirements. By conducting
audits based on the specified criteria, organizations can identify nonconformities and take
corrective actions to align their management systems with the required standards and

regulations.
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Enhanced Customer Satisfaction: Auditing management systems according to ISO 19011 helps
organizations identify areas for improvement and take corrective actions to meet customer
requirements and expectations. By addressing customer needs effectively, organizations can

enhance customer satisfaction, leading to increased loyalty and positive relationships.

Effective Continuous Improvement: ISO 19011 promotes a systematic and evidence-based
approach to auditing, focusing on identifying opportunities for improvement. Through audits
conducted in accordance with the standard, organizations can gather valuable insights, analyze
data, and implement corrective actions to drive continuous improvement in their management

systems and processes.

Facilitates Third-Party Audits and Certifications: ISO 19011 provides a common framework
and language for auditing that is recognized internationally. By aligning their auditing practices

with ISO 19011, organizations can facilitate third-party audits and certifications.

This can be particularly beneficial for organizations seeking certification of their management
systems to demonstrate compliance with specific standards and gain a competitive edge in the

market.

Optimal Resource Utilization: Efficient and effective audits conducted following ISO 19011
guidelines help optimize resource utilization within an organization. By focusing on areas of
significant importance and potential impact, audits can be targeted, saving time, effort, and

costs associated with auditing processes.
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Organizational Learning and Knowledge Sharing: ISO 19011 emphasizes the importance of
auditor competence and continuous professional development. By implementing ISO 19011
and conducting audits accordingly, organizations create opportunities for auditors to enhance
their skills, knowledge, and experience. This leads to organizational learning, improved

auditing practices, and the sharing of best practices across the organization.

By adopting ISO 19011 and conducting audits based on its guidelines, organizations can reap
these benefits and continuously improve their management systems, processes, and overall
performance. ISO 19011 serves as a valuable tool for organizations committed to excellence,

customer satisfaction, and sustainable success in today's competitive business landscape.

Audit Principles to ISO 19011

The audit principles outlined in ISO 19011: Guidelines for Auditing Management Systems
provide a foundation for effective and reliable auditing practices. These principles guide
auditors in conducting audits that are objective, systematic, and credible. The seven audit

principles defined in ISO 19011 are:

Integrity: Integrity requires auditors to act honestly, ethically, and with credibility throughout
the auditing process. They should demonstrate professional behavior, avoid conflicts of

interest, and maintain confidentiality of audit information.

Fair Presentation: Auditors must present audit findings and conclusions in a fair and unbiased
manner. Audit reports should accurately represent the audit evidence, allowing for an objective

assessment of the audited organization's management systems.
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Due Professional Care: Auditors are expected to exercise due professional care by applying the
necessary knowledge, skills, and experience in conducting audits. They should demonstrate

diligence, thoroughness, and competence in gathering and evaluating audit evidence.

Confidentiality: Auditors must ensure the confidentiality of audit information. They should
handle and protect audit records, data, and findings appropriately, using them only for the

intended purposes of the audit.

Independence: Independence is crucial for maintaining the objectivity and impartiality of
auditors. They should remain free from bias, conflicts of interest, and undue influence
throughout the audit process. This includes maintaining independence from the audited

organization and any other parties that may compromise impartiality.

Evidence-based Approach: An evidence-based approach requires auditors to gather sufficient,
reliable, and relevant audit evidence to support their findings and conclusions. Audit evidence
can be obtained through various methods such as document review, interviews, observations,

and data analysis.

Risk-based Approach: ISO 19011 promotes a risk-based approach to auditing. This approach
involves considering the risks and opportunities associated with the audited management
systems. Auditors should focus their efforts on areas of significant importance and potential

impact, ensuring that audits address the highest priority areas.
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By adhering to these audit principles, auditors can conduct audits that are objective, credible,
and valuable to organizations. These principles help establish trust and confidence in the audit
process, ensuring that audit findings and conclusions are reliable and contribute to continuous

improvement within organizations.

Types of audits according to ISO 19011

ISO 19011: Guidelines for Auditing Management Systems defines various types of audits that
organizations can conduct. These types of audits are categorized based on their purpose, scope,
and the relationship between the auditor and the audited organization. The main types of audits

outlined in ISO 19011 are:

Internal Audits: Internal audits, also known as first-party audits, are conducted by an
organization to assess its own management systems. The purpose of internal audits is to
determine the conformity of the organization's management systems with specified

requirements, including internal policies, procedures, and external standards or regulations.

External Audits: External audits are conducted by parties external to the organization, such as
customers, regulatory authorities, or certifying bodies. These audits aim to assess the
organization's management systems against specified requirements, which may include
regulatory compliance, contractual obligations, or industry standards. External audits provide

independent verification and assurance to external stakeholders.
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Supplier Audits: Supplier audits, also known as second-party audits, are conducted by an
organization to assess its suppliers' management systems. These audits evaluate the supplier's
capability to meet contractual or specified requirements, such as quality standards, delivery
schedules, or sustainability criteria. Supplier audits help organizations ensure the reliability and

performance of their supply chain.

Certification Audits: Certification audits, also referred to as third-party audits, are conducted
by independent certification bodies. The purpose of certification audits is to determine whether
an organization's management systems comply with specific standards or regulations.
Successful certification audits result in the issuance of a certification or registration,

demonstrating the organization's adherence to the prescribed requirements.

Compliance Audits: Compliance audits focus on assessing an organization's compliance with
applicable legal and regulatory requirements. These audits ensure that the organization's
management systems, processes, and activities align with relevant laws, regulations, permits,

and industry-specific requirements.

System Audits: System audits evaluate the effectiveness and performance of an organization's
management system as a whole. These audits assess the integration and interaction of various
components within the management system, such as quality, environmental, or occupational
health and safety aspects. System audits provide a comprehensive overview of the

organization's overall performance and identify areas for improvement.
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Process Audits: Process audits focus on evaluating specific processes within an organization's
management system. These audits assess the effectiveness, efficiency, and conformity of
individual processes against defined requirements. Process audits help identify process

bottlenecks, opportunities for improvement, and potential risks or nonconformities.

It's important for organizations to understand the different types of audits and choose the
appropriate type based on their specific needs and objectives. Conducting audits in accordance
with ISO 19011 guidelines ensures consistency, reliability, and effectiveness in the audit

process, leading to valuable insights and improvements in management systems.

Audit Objectives as per ISO 19011

ISO 19011: Guidelines for Auditing Management Systems defines several audit objectives that
organizations can pursue when conducting audits. These objectives vary depending on the

purpose and scope of the audit. The main audit objectives outlined in ISO 19011 are:

Compliance Assessment: The objective of a compliance assessment audit is to determine the
extent to which the audited management system complies with applicable laws, regulations,
standards, and contractual requirements. This objective ensures that the organization meets the

necessary legal and regulatory obligations.

System Evaluation: System evaluation audits aim to assess the overall effectiveness and
performance of the audited management system. The objective is to determine whether the
system is designed, implemented, and maintained to achieve the organization's goals,

objectives, and requirements.
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Process Evaluation: Process evaluation audits focus on assessing specific processes within the
audited management system. The objective is to evaluate the efficiency, effectiveness, and
conformity of individual processes against defined requirements. This objective helps identify

process bottlenecks, risks, and opportunities for improvement.

Performance Evaluation: Performance evaluation audits aim to assess the achievement of
planned objectives, targets, and key performance indicators (KPIs) within the audited
management system. The objective is to evaluate the performance levels and outcomes of the
organization's processes, activities, and results. This objective provides insights into the

organization's ability to meet its performance goals.

Conformity Assessment: Conformity assessment audits seek to determine the extent to which
the audited management system conforms to specified requirements, including internal
policies, procedures, and external standards or regulations. The objective is to assess the

degree of compliance and identify any nonconformities that require corrective actions.

Risk Evaluation: Risk evaluation audits focus on assessing the identification, assessment, and
management of risks within the audited management system. The objective is to evaluate the
organization's ability to identify and address risks effectively, ensuring the achievement of

desired outcomes while mitigating potential adverse effects.

Implementation Verification: Implementation verification audits aim to verify the effective
implementation of previously identified corrective actions or improvement initiatives. The
objective is to ensure that the organization has successfully implemented the necessary changes

to address identified nonconformities or improvement opportunities.
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These audit objectives provide organizations with a framework for conducting audits that are
aligned with their goals, requirements, and improvement initiatives. By setting clear objectives
for audits and tailoring them to their specific needs, organizations can focus their auditing

efforts and derive maximum value from the audit process.

Auditing roles and responsibilities as per ISO
19011

ISO 19011: Guidelines for Auditing Management Systems outlines the roles and
responsibilities of various stakeholders involved in the audit process. These roles ensure that
the audit is conducted effectively, impartially, and in accordance with the principles and

requirements of ISO 19011. The key roles defined in ISO 19011 include:

Auditors: Auditors are individuals who perform the audit activities. They are responsible for
planning, conducting, and reporting on the audit. Auditors should possess the necessary
competence, including knowledge, skills, and experience related to auditing and the audited
management system. They should conduct themselves with integrity, maintain confidentiality,

and demonstrate due professional care throughout the audit process.

Lead Auditors: Lead auditors are experienced auditors who assume leadership roles in
planning and conducting audits. They provide guidance and direction to the audit team, ensure
the effectiveness of the audit process, and oversee the overall audit activities. Lead auditors
should have additional competencies in leadership, communication, and coordination to

effectively manage the audit team.
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Audit Teams: Audit teams consist of auditors who work together to conduct the audit. The
team may include auditors with various areas of expertise to cover different aspects of the
audited management system. The audit team collaboratively plans and executes the audit,
collects and evaluates audit evidence, and develops audit findings and conclusions. Effective

communication and teamwork within the audit team are crucial for a successful audit.

Auditees: Auditees are individuals or representatives of the audited organization who are
subject to the audit. They provide access to information, facilities, and personnel relevant to
the audit. Auditees should cooperate with the audit team, provide accurate and complete
information, and facilitate the smooth conduct of the audit. They may also be involved in

discussing and addressing audit findings and corrective actions.

Management Team: The management team of the audited organization plays a significant role
in the audit process. They provide support, resources, and access to relevant information for
the audit. The management team should demonstrate commitment to the audit process, address
audit findings, and take appropriate corrective actions to improve the audited management

system.

It is essential that auditors, lead auditors, audit teams, auditees, and the management team
understand their respective roles and responsibilities as outlined in ISO 19011. Clarity in roles
ensures effective communication, cooperation, and accountability throughout the audit process.
By fulfilling their roles and responsibilities in accordance with ISO 19011, the audit can be

conducted impartially, objectively, and in a manner that adds value to the organization.
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Audit Planning as per ISO 19011

Audit planning is a critical phase of the audit process, as it lays the foundation for conducting
a successful and effective audit. ISO 19011: Guidelines for Auditing Management Systems
provides guidance on audit planning to ensure that audits are conducted systematically and in
line with the organization's objectives. The key elements of audit planning as per ISO 19011

include:

Establishing Audit Objectives: Audit objectives define the purpose and scope of the audit.
They should be aligned with the organization's goals, requirements, and expectations. Clear
and well-defined objectives guide the audit team in conducting the audit and help ensure that

the audit provides valuable insights and meets its intended purpose.

Determining Audit Criteria: Audit criteria are the standards, regulations, policies, procedures,
and requirements against which the audited management system will be evaluated. These
criteria can include internal policies, applicable laws and regulations, industry standards, and
customer requirements. Establishing clear audit criteria ensures that the audit focuses on the

relevant aspects and enables objective assessments.

Selecting the Audit Team: The audit team should consist of competent auditors with the
necessary knowledge, skills, and experience to effectively assess the audited management
system. When selecting the audit team, consider the expertise required to evaluate various

aspects of the management system and ensure a balanced team composition.
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Defining Audit Scope: The audit scope defines the boundaries and extent of the audit. It
specifies the functions, processes, locations, and organizational units that will be included or
excluded from the audit. Clearly defining the audit scope helps ensure that the audit team
focuses on the relevant areas and provides a realistic assessment of the audited management

system.

Determining Audit Schedule and Resources: The audit schedule establishes the timeline for
conducting the audit activities. It should consider the availability of auditors, resources, and
the organization's operational requirements. Adequate resources, including personnel,
information, and tools, should be allocated to facilitate the smooth execution of the audit and

enable the audit team to gather sufficient and relevant audit evidence.

Conducting Document Review: Document review is an essential part of audit planning. It
involves reviewing relevant documentation, such as policies, procedures, records, and previous
audit reports. This step helps auditors gain an understanding of the audited management

system, identify potential areas of focus, and prepare for the subsequent audit activities.

Developing the Audit Plan: The audit plan is a comprehensive document that outlines the
approach, methodologies, and specific activities to be performed during the audit. It includes
details such as the audit objectives, scope, criteria, schedule, resource allocation, audit
methods, and the sequence of audit activities. The audit plan serves as a roadmap for the audit

team and ensures consistency and efficiency in conducting the audit.

By following the guidance provided by ISO 19011 in audit planning, organizations can ensure
that audits are well-prepared, targeted, and conducted in a systematic manner. Effective audit
planning lays the groundwork for successful audits that provide valuable insights into the

organization's management systems and contribute to continuous improvement.
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Determining the audit scope as per ISO 19011

Determining the audit scope is a crucial step in audit planning, as it defines the boundaries and
extent of the audit. ISO 19011: Guidelines for Auditing Management Systems provides
guidance on determining the audit scope to ensure that the audit focuses on the relevant areas
and provides a realistic assessment of the audited management system. The key considerations

for determining the audit scope as per ISO 19011 include:

Organizational Context: Understand the organization's context, including its objectives, size,
structure, processes, and industry sector. This understanding helps define the boundaries of the
audited management system and identify the key functions, processes, locations, or

organizational units to be included in the audit scope.

Audit Objectives: Clearly define the objectives of the audit. The audit objectives should align
with the organization's goals, requirements, and expectations. They guide the audit team in
conducting the audit and help ensure that the audit provides valuable insights and meets its
intended purpose. The audit scope should be defined in a way that supports the achievement of

these objectives.

Applicable Requirements: Identify the applicable requirements that the audited management
system must comply with. These requirements can include internal policies, external standards,
laws, regulations, customer expectations, and contractual obligations. The audit scope should
encompass the areas and processes that are subject to these requirements to ensure a thorough

assessment of compliance.
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Risk-Based Approach: Consider a risk-based approach to determine the audit scope. Assess the
risks and opportunities associated with the audited management system to identify areas of
significant importance or potential impact. Prioritize the inclusion of high-risk areas in the
audit scope to ensure that the audit addresses the most critical aspects of the management

system.

Stakeholder Expectations: Take into account the expectations of stakeholders, including
customers, regulators, employees, and other interested parties. Understand their concerns,
requirements, and areas of focus. Consider incorporating these expectations into the audit
scope to ensure that the audit provides relevant insights and addresses the stakeholders'

concerns.

Practical Constraints: Consider practical constraints such as time, resources, and feasibility.
Assess the available resources, including auditors, expertise, documentation, and access to
relevant information. Ensure that the audit scope can be realistically executed within the

allocated resources and time frame.

Management System Boundaries: Identify the boundaries of the audited management system.
Determine which functions, processes, locations, or organizational units will be included or
excluded from the audit. Clearly define the scope to avoid ambiguity and ensure that the audit

team focuses on the intended areas for assessment.
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It is important to document the audit scope clearly in the audit plan to ensure a common
understanding among the audit team, auditees, and other stakeholders. The defined audit scope
should be communicated effectively to ensure that the audit activities align with the intended
scope and objectives. By following the guidance provided by ISO 19011, organizations can
define an appropriate and well-defined audit scope that supports effective and focused audits of

their management systems.

Determine audit criteria as per ISO 19011

Determining audit criteria is an essential step in audit planning as it sets the standards,
regulations, policies, procedures, and requirements against which the audited management
system will be evaluated. ISO 19011: Guidelines for Auditing Management Systems provides
guidance on determining audit criteria to ensure that the audit focuses on relevant aspects and
enables objective assessments. The key considerations for determining audit criteria as per ISO

19011 include:

Applicable Standards and Regulations: Identify the relevant standards and regulations that the
audited management system must comply with. These may include international standards
(e.g., ISO 9001 for quality management, ISO 14001 for environmental management) or
specific industry or sector-specific regulations. The audit criteria should encompass the

requirements outlined in these standards and regulations.

Internal Policies and Procedures: Consider the internal policies, procedures, and requirements
established by the organization. These can include company-specific guidelines, quality
manuals, operational procedures, or other documented practices. The audit criteria should align

with these internal policies and procedures.
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Customer Requirements: Take into account any customer-specific requirements that the audited
management system needs to meet. These requirements may be defined in contracts, service-
level agreements, or customer-specific quality expectations. The audit criteria should reflect
the organization's commitment to meeting customer requirements and achieving customer

satisfaction.

Organizational Objectives and Key Performance Indicators (KPIs): Consider the organization's
objectives and key performance indicators (KPIs) established to measure the performance and
effectiveness of the management system. The audit criteria should be aligned with these

objectives and KPIs, enabling the evaluation of the management system's performance against

the desired outcomes.

Industry Best Practices: Refer to recognized industry best practices, benchmarks, and
guidelines relevant to the audited management system. These can include industry-specific
standards, guidance documents, or frameworks. The audit criteria should incorporate these best

practices to assess the organization's performance against industry norms.

Legal and Regulatory Requirements: Identify the applicable legal and regulatory requirements
that the audited management system must comply with. These requirements can include
environmental regulations, health and safety laws, data protection requirements, or other legal
obligations. The audit criteria should encompass the organization's adherence to these legal and

regulatory obligations.
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Organizational Context and Stakeholder Expectations: Consider the organization's context and
stakeholder expectations. Understand the industry norms, market trends, and stakeholder
concerns. Incorporate these factors into the audit criteria to ensure that the audit addresses the

relevant aspects and meets stakeholder expectations.

It is important to document the audit criteria clearly in the audit plan. This ensures that the
audit team and auditees have a common understanding of the requirements against which the
audited management system will be evaluated. By following the guidance provided by ISO
19011, organizations can establish appropriate and comprehensive audit criteria that enable

objective assessments of their management systems.

Audit Resources as per ISO 19011

ISO 19011: Guidelines for Auditing Management Systems emphasizes the importance of
adequate resources for conducting effective audits. Audit resources refer to the necessary
personnel, information, tools, and facilities required to plan, execute, and report on the audit.

Consider the following aspects related to audit resources as per ISO 19011:

Competent Auditors: Having competent auditors is essential for conducting successful audits.
Auditors should possess the necessary knowledge, skills, and experience to evaluate the
audited management system effectively. They should be trained in auditing techniques, have a
good understanding of the relevant standards and requirements, and demonstrate competence

in their specific areas of expertise.
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Audit Team Composition: The audit team should be composed of auditors with diverse skills
and expertise to cover various aspects of the audited management system. The team may
include technical experts, subject matter specialists, or professionals with knowledge of
specific regulations or industry standards. A well-balanced and multidisciplinary audit team

enhances the thoroughness and credibility of the audit.

Audit Tools and Techniques: Appropriate tools and techniques support the audit process. These
can include checklists, sampling methodologies, data analysis software, interview protocols,
and document review templates. The use of audit tools and techniques helps ensure

consistency, efficiency, and accuracy in gathering and evaluating audit evidence.

Access to Information and Records: The audit team should have access to relevant
information, documents, and records necessary for conducting the audit. This includes policies,
procedures, work instructions, process flowcharts, quality manuals, and other relevant
documentation. Access to information ensures that auditors can assess the adequacy and

implementation of the audited management system effectively.

Facilities and Equipment: Audit activities may require appropriate facilities and equipment.
This can include meeting rooms, interview spaces, access to production areas, computer
systems, and communication tools. Adequate facilities and equipment contribute to the smooth
execution of audit activities and support effective communication among the audit team and

auditees.
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Time Allocation: Sufficient time should be allocated for planning, conducting, and reporting
on the audit. The audit team needs adequate time to understand the audited management
system, review documentation, gather evidence, conduct interviews, and prepare audit

findings. Scheduling realistic timelines allows for a thorough and comprehensive assessment.

Organizational Support: The organization being audited should provide necessary support to
the audit team. This includes cooperation from the management team and auditees, access to
personnel, information, and facilities, and assistance in addressing audit findings and
implementing corrective actions. Organizational support fosters a collaborative and conducive

audit environment.

By ensuring the availability of appropriate audit resources, organizations can facilitate
effective and efficient audits that provide valuable insights into their management systems.
Adequate resources enable auditors to conduct thorough assessments, make reliable

conclusions, and provide meaningful recommendations for continuous improvement.

Auditor competence as per ISO 19011

Auditor competence is a key aspect emphasized in ISO 19011: Guidelines for Auditing
Management Systems. Competent auditors are essential for conducting effective and credible
audits. ISO 19011 provides guidance on the competence requirements for auditors to ensure
that they possess the necessary knowledge, skills, and personal attributes. Consider the

following aspects of auditor competence as per ISO 19011:

Overview of this ISO 19011 Manual


https://app.designrr.io/projectHtml/1233727?token=74acba9430dff7149537caa502840333&embed_fonts=&pdf=1

Overview of this ISO 19011 Manual

Knowledge of Auditing Principles and Techniques: Auditors should have a solid understanding
of auditing principles, concepts, and techniques. This includes knowledge of audit planning,
evidence gathering, risk assessment, interviewing techniques, data analysis, and reporting.
Auditors should be familiar with the requirements of ISO 19011 and relevant management

system standards applicable to the audited organization.

Knowledge of the Audited Management System: Auditors should have knowledge of the
audited management system and the specific industry or sector in which the organization
operates. This includes understanding the relevant standards, regulations, processes, and
terminology associated with the audited management system. Auditors should be able to
evaluate the effectiveness, efficiency, and compliance of the management system based on

these requirements.

Industry-Specific Knowledge and Experience: In addition to auditing principles and
management systems, auditors should possess industry-specific knowledge and experience
relevant to the audited organization. This enables them to understand the unique challenges,
risks, and practices associated with the industry. Industry-specific knowledge helps auditors
ask relevant questions, interpret audit findings in context, and provide valuable insights to the

audited organization.

Communication and Interviewing Skills: Effective communication and interviewing skills are
essential for auditors to gather and convey information during the audit process. Auditors
should be skilled in active listening, asking probing questions, and conducting interviews with
auditees. Good communication skills enable auditors to build rapport, clarify information, and

ensure a comprehensive understanding of the audited management system.
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Analytical and Critical Thinking Skills: Auditors should possess strong analytical and critical
thinking skills to assess the relevance, reliability, and sufficiency of audit evidence. They
should be able to analyze data, identify trends, assess compliance, and evaluate the
effectiveness of processes and controls. Analytical skills enable auditors to make informed

judgments and draw accurate conclusions based on the audit evidence.

Objectivity and Ethical Behavior: Auditors must demonstrate objectivity, impartiality, and
ethical behavior throughout the audit process. They should remain independent, free from
conflicts of interest, and maintain confidentiality of audit information. Auditors should act with
integrity, honesty, and fairness, ensuring that their personal biases or interests do not

compromise the integrity of the audit.

Continuous Professional Development: Auditors should engage in continuous professional
development to enhance their knowledge and skills. This includes staying updated with the
latest auditing practices, standards, and industry developments. Auditors should seek
opportunities for training, attend relevant seminars or workshops, and actively participate in

professional auditing networks.

By ensuring that auditors possess the necessary competence, organizations can conduct audits
that are reliable, credible, and provide valuable insights for continuous improvement.
Competent auditors contribute to the effectiveness of the audit process and enhance the overall

credibility of the audited organization's management systems.
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Opening meeting as per ISO 19011

The opening or entry meeting is an important component of the audit process outlined in ISO
19011: Guidelines for Auditing Management Systems. It marks the official start of the audit
and sets the tone for the entire audit engagement. The entry meeting provides an opportunity
for the audit team to establish communication, clarify objectives, and ensure a common
understanding with the auditee. Here are the key considerations for conducting an entry

meeting as per ISO 19011:

Purpose and Objectives: Clearly communicate the purpose and objectives of the audit to the
auditee during the entry meeting. This includes explaining the scope of the audit, the audit
criteria, and the expected outcomes. It is important to ensure that the auditee understands the

reasons for the audit and its potential benefits.

Roles and Responsibilities: Clarify the roles and responsibilities of both the audit team and the
auditee during the entry meeting. This includes explaining the responsibilities of the auditors,
lead auditors, and auditees. Establish open lines of communication and address any concerns

or questions regarding the audit process.

Audit Plan and Schedule: Present the audit plan and schedule to the auditee during the entry
meeting. This includes discussing the timeline, audit activities, and any specific areas of focus.
Ensure that the auditee understands the sequence of audit activities, including interviews,

document reviews, and on-site observations.
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Information and Documentation: Discuss the information and documentation requirements
with the auditee during the entry meeting. Specify the documents, records, and other
information that will be reviewed during the audit. Request access to relevant information and

confirm the availability of key personnel for interviews and discussions.

Confidentiality and Objectivity: Reiterate the confidentiality and objectivity requirements of
the audit during the entry meeting. Emphasize the importance of maintaining the
confidentiality of audit information and the impartiality of the audit process. Provide assurance

that the audit team will adhere to ethical standards and handle information appropriately.

Communication Channels: Establish effective communication channels between the audit team
and the auditee during the entry meeting. Identify key contact persons and provide contact
details for any questions or clarifications that may arise during the audit. Ensure that there is a

clear understanding of how communication will be maintained throughout the audit.

Expectations and Cooperation: Discuss expectations for cooperation, transparency, and access
to personnel and information during the audit. Encourage the auditee to provide accurate and
complete information and to raise any concerns or challenges related to the audit. Emphasize

the importance of auditee participation and cooperation in the audit process.

Confirmation of Agreement: At the end of the entry meeting, confirm that both the audit team
and the auditee have a mutual understanding of the discussed matters. Seek agreement on the

discussed objectives, roles, responsibilities, timelines, and expectations.

This confirmation helps ensure that there is a common understanding and alignment before

proceeding with the audit activities.
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The entry meeting sets the stage for a constructive and collaborative audit process. It facilitates
open communication, establishes expectations, and builds a rapport between the audit team and
the auditee. By following the guidance provided by ISO 19011, organizations can conduct

entry meetings that lay the foundation for a successful audit engagement.

Gathering audit evidence as per ISO 19011

Gathering audit evidence is a crucial part of the audit process, as it forms the basis for
evaluating the effectiveness and conformity of the audited management system. ISO 19011:
Guidelines for Auditing Management Systems provides guidance on gathering audit evidence
to ensure that it is sufficient, reliable, and relevant. Here are the key considerations for

gathering audit evidence as per ISO 19011:

Audit Methods and Techniques: Select appropriate audit methods and techniques to gather
audit evidence. This can include document reviews, interviews, observations, data analysis,
and sampling. The selection of methods should be based on the audit objectives, scope, and

criteria, ensuring that they provide reliable and comprehensive information.

Sufficient Sample Size: When selecting samples for examination, ensure that the sample size is
sufficient to draw valid conclusions. The sample should represent the audited management
system adequately and cover a range of relevant processes, activities, or locations. The sample
size should be determined based on the risks, significance, and complexity of the audited

management system.
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Relevance to Audit Objectives: Ensure that the audit evidence gathered is directly relevant to
the audit objectives and criteria. The evidence should provide information on the effectiveness,
efficiency, and conformity of the audited management system. Focus on areas that are critical

to achieving the organization's goals and meeting applicable requirements.

Document Review: Thoroughly review relevant documents, records, policies, procedures, and
other documentation associated with the audited management system. Assess the adequacy,
implementation, and effectiveness of the documented processes and controls. Verify that the

documented information aligns with the actual practices observed during the audit.

Interviews and Discussions: Conduct interviews and discussions with personnel at various
levels within the audited organization. Ask questions to gather information, clarify processes,
and understand how the management system is implemented. Interview key individuals who

have responsibilities related to the audited processes or areas of interest.

Observations: Observe activities, practices, and conditions within the audited organization.
This can include observing processes, work areas, equipment, or employee behavior. Direct
observations provide firsthand information about the implementation and effectiveness of the

audited management system.

Data Analysis: Analyze relevant data and performance indicators to assess the effectiveness
and performance of the audited management system. This can involve statistical analysis, trend
analysis, or comparison against benchmarks or targets. Data analysis helps identify patterns,

trends, and areas for improvement within the audited organization.
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Cross-Referencing and Corroboration: Cross-reference and corroborate audit evidence obtained
from various sources and methods. This helps validate the consistency and reliability of the
evidence and provides a more comprehensive and objective assessment. Compare findings

from different sources to identify areas of agreement or potential discrepancies.

Record and Document Evidence: Record audit evidence systematically, ensuring that it is
properly documented and traceable. Maintain clear documentation of the audit activities,
findings, and conclusions. Document evidence should be organized, identifiable, and

retrievable for future reference and to support the audit report and any subsequent actions.

By following the guidance provided by ISO 19011, auditors can gather audit evidence in a
systematic and reliable manner. Gathering sufficient, reliable, and relevant evidence enables
auditors to draw accurate conclusions, identify areas for improvement, and provide meaningful

recommendations to the audited organization.

Document review as per 1ISO 19011

Document review is an important method of gathering audit evidence as outlined in ISO
19011: Guidelines for Auditing Management Systems. It involves examining relevant
documents, records, policies, procedures, and other documented information associated with
the audited management system. Here are the key considerations for conducting document

reviews as per ISO 19011:

Document Selection: Identify and select the documents to be reviewed based on their relevance
to the audit objectives, criteria, and scope. These can include quality manuals, procedures,
work instructions, process documentation, organizational policies, records, and any other

documents that provide insights into the audited management system.
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Adequacy and Completeness: Assess the adequacy and completeness of the documents. Ensure
that the documented information addresses the requirements of the audited management
system, including applicable standards, regulations, and internal policies. Verify that the

documents cover all necessary processes, activities, and controls within the audited system.

Consistency and Alignment: Check for consistency and alignment between different
documents and records. Ensure that there are no contradictions or conflicts between
documents. Verify that the documented information is in line with the actual practices observed

during the audit. Cross-reference different documents to identify any discrepancies or gaps.

Implementation and Effectiveness: Evaluate the implementation and effectiveness of
documented processes and controls. Compare the documented procedures with the actual
practices observed during the audit. Assess whether the documented processes are followed
consistently and effectively. Look for evidence of the achievement of desired outcomes and

results.

Evidence of Compliance: Verify that the documented information demonstrates compliance
with relevant requirements, including applicable laws, regulations, and industry standards.
Look for evidence of the organization's adherence to these requirements within the documented
procedures, policies, and records. Assess whether the documented controls effectively address

compliance obligations.

Timeliness and Currency: Consider the timeliness and currency of the documents. Check for
the revision dates, version control, and updates to ensure that the documents are current and
reflect the latest practices. Identify any outdated or obsolete documents that may impact the

effectiveness of the audited management system.
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Traceability and Recordkeeping: Ensure that the documented information is traceable and
supported by appropriate records and evidence. Look for references, links, or cross-references
between different documents and records. Assess the recordkeeping practices to verify that

relevant information is properly recorded, retained, and retrievable for future reference.

Document Control and Distribution: Evaluate the organization's document control processes,
including document approval, distribution, and retrieval. Verify that the organization has
established mechanisms to ensure controlled access to documents and prevent unauthorized
changes. Assess the availability of documents to personnel involved in the audited

management system.

During the document review, auditors should document their findings, including any
inconsistencies, gaps, or nonconformities identified. The document review serves as a valuable
source of audit evidence, helping auditors understand the audited management system, assess
its conformity, and identify areas for improvement. By conducting thorough document reviews
in accordance with ISO 19011, auditors can gather reliable information to support their audit

findings and conclusions.

Interview techniqgues as per ISO 19011

ISO 19011: Guidelines for Auditing Management Systems provides guidance on conducting
interviews as an important technique for gathering audit evidence. Interviews allow auditors to
obtain information directly from individuals within the audited organization and gain insights
into the implementation and effectiveness of the management system. Here are key

considerations for conducting interviews as per ISO 19011:
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Preparation: Before conducting interviews, auditors should prepare adequately. This includes
reviewing relevant documents, understanding the audited management system, and identifying
key areas and personnel to interview. Prepare a list of interview questions or topics to guide

the discussion and ensure a structured approach.

Interviewee Selection: Identify and select appropriate individuals to interview based on their
roles, responsibilities, and involvement in the audited processes or areas. This can include
personnel at different levels of the organization, such as management representatives, process
owners, operators, or other relevant stakeholders. Ensure a representative sample that covers

the required perspectives.

Establishing Rapport: Build rapport with the interviewees to create a comfortable and open
atmosphere. Begin the interview by introducing yourself, explaining the purpose of the
interview, and ensuring confidentiality of the information shared. Establish trust and encourage

the interviewees to provide accurate and complete information.

Active Listening: Practice active listening during the interview. Pay attention to the
interviewee's responses, non-verbal cues, and emotions. Demonstrate interest and engagement
by maintaining eye contact, nodding, and using appropriate verbal and non-verbal cues to

encourage further discussion and clarification.
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Structured and Open-Ended Questions: Use a combination of structured and open-ended
questions during the interview. Structured questions have predefined response options and are
useful for obtaining specific information. Open-ended questions encourage interviewees to
provide more detailed and descriptive responses, facilitating a deeper understanding of

processes, practices, and challenges.

Probing and Clarification: Ask probing questions to explore topics in more depth and gather
additional information. Probing questions can seek clarification, examples, evidence, or further
details to ensure a comprehensive understanding. Use follow-up questions to address any

ambiguities, inconsistencies, or gaps in the information provided.

Objectivity and Neutrality: Maintain objectivity and neutrality throughout the interview. Avoid
leading or biased questions that may influence the interviewee's responses. Remain impartial
and focused on gathering objective information. Respect the interviewee's perspective and

avoid judgment or criticism.

Note-Taking: Take clear and concise notes during the interview to record key points,
responses, and any relevant observations. Note the interviewee's name, position, and other
relevant details for reference. Ensure that the notes are organized, legible, and can be used to

support the audit findings and conclusions.

Summarizing and Confirming: Summarize the main points discussed during the interview to
ensure a common understanding between the interviewer and the interviewee. Seek
confirmation from the interviewee to ensure accuracy and completeness. This allows for any

necessary corrections or clarifications before concluding the interview.
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Closing the Interview: Thank the interviewee for their time and contribution at the end of the
interview. Clarify any follow-up actions or additional information that may be required. Inform
the interviewee about the confidentiality of the information shared and any next steps in the

audit process.

By following these interview techniques in accordance with ISO 19011, auditors can conduct
effective interviews that yield valuable insights and gather reliable audit evidence. Interviews
provide an opportunity to engage with personnel within the audited organization, clarify

information, and gain a comprehensive understanding of the audited management system.

Observations and site inspections as per ISO
19011

Observations and site inspections are valuable methods for gathering audit evidence as per ISO
19011: Guidelines for Auditing Management Systems. They involve firsthand observation of
activities, processes, conditions, and facilities within the audited organization. Here are key

considerations for conducting observations and site inspections as per ISO 19011:

Preparing for Observations: Before conducting observations and site inspections, auditors
should familiarize themselves with the audited management system and relevant
documentation. Understand the processes, activities, controls, and requirements associated
with the areas to be observed. Plan the observation activities and determine the specific aspects

to focus on during the site visit.
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Informing and Seeking Permission: Notify the relevant personnel in the audited organization
about the planned observations and site inspections. Seek permission and cooperation from
management and personnel involved in the audited processes or areas. Communicate the
purpose, scope, and expected outcomes of the observations to ensure transparency and

cooperation.

Objectives and Criteria: Align the observations and site inspections with the audit objectives
and criteria. Define the specific aspects, performance indicators, or compliance requirements
that will be assessed during the observations. This ensures that the observations focus on the

areas of interest and provide relevant audit evidence.

Systematic Approach: Adopt a systematic approach to conduct observations and site
inspections. Follow a predetermined plan or checklist to guide the observations. Record
objective observations and avoid subjective interpretations or assumptions. Pay attention to
details, document observations promptly, and seek clarification or additional information as

necessary.

Safety and Compliance: Ensure compliance with safety requirements and regulations during
site inspections. Adhere to any applicable safety protocols, use personal protective equipment
if necessary, and follow established procedures for accessing restricted or hazardous areas.

Prioritize personal safety and adhere to the organization's safety guidelines.

Timeliness and Variability: Conduct observations and site inspections at various times and
under different conditions to capture a comprehensive picture of the audited processes or areas.
Consider shifts, peak operating hours, or other relevant timeframes to observe variations in
practices, performance, or conditions. This helps provide a more accurate assessment of the

audited management system.
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Note-Taking and Documentation: Take detailed notes and document observations promptly.
Record objective facts, conditions, activities, or practices observed. Include relevant details
such as date, time, location, and any specific observations or concerns. Ensure that
documentation is clear, organized, and traceable for reference during the audit report and any

subsequent actions.

Verification and Corroboration: Cross-reference and verify observations with other sources of
evidence, such as documented procedures, records, interviews, or data analysis. Corroborate
observations to ensure consistency and reliability. This helps validate the accuracy and

relevance of the observations and strengthens the overall audit findings.

Follow-Up Actions: Identify any nonconformities, deviations, or improvement opportunities
observed during site inspections. Document these findings and ensure they are appropriately
addressed in the audit report. Communicate any immediate concerns or recommendations to

the auditee and relevant personnel, ensuring proper follow-up and corrective actions.

By conducting thorough observations and site inspections in accordance with ISO 19011,
auditors can gather reliable and objective audit evidence. Observations provide insights into
the actual implementation and performance of the audited management system, allowing

auditors to assess its effectiveness, conformity, and opportunities for improvement.

Audit sampling techniques as per ISO 19011

ISO 19011: Guidelines for Auditing Management Systems provides guidance on audit
sampling techniques to ensure that auditors obtain sufficient and representative audit evidence
during the audit process. Audit sampling involves selecting a subset of items or elements from
a larger population for examination. Here are some key audit sampling techniques as per ISO

19011:
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Random Sampling: Random sampling involves selecting items from a population in a purely
random manner, where each item has an equal chance of being selected. This technique helps
ensure that the sample is representative and unbiased. Random sampling can be conducted
using random number generators or by assigning numbers to the items and selecting them

using a random selection process.

Stratified Sampling: Stratified sampling involves dividing the population into subgroups or
strata based on specific characteristics or attributes. Items are then randomly selected from
each stratum in proportion to its representation in the population. Stratified sampling helps
ensure that different segments of the population are adequately represented in the sample,

considering their relative importance or risk.

Systematic Sampling: Systematic sampling involves selecting items from a population based
on a predetermined interval. The first item is randomly selected, and subsequent items are
selected at fixed intervals thereafter. This technique provides a structured approach and is

particularly useful when the population is ordered or has a predictable pattern.

Judgmental Sampling: Judgmental sampling involves the auditor's professional judgment in
selecting items based on their relevance, significance, or risk. The auditor uses their expertise
and knowledge to choose items that are likely to provide critical information or represent areas
of concern. Judgmental sampling is subjective and should be used judiciously to ensure that it

does not introduce bias.
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Statistical Sampling: Statistical sampling involves using statistical techniques to determine the
sample size and selection process. It requires an understanding of statistical concepts and
calculations to ensure that the sample is statistically valid and representative of the population.
Statistical sampling can be useful when the auditor seeks to make inferences about the entire

population based on the sample results.

Haphazard Sampling: Haphazard sampling involves selecting items without any predetermined
pattern or rule. The selection is based on the auditor's judgment and convenience. Although
haphazard sampling is quick and easy, it is important to exercise care to avoid unintentional

bias or pattern in the selection process.

When selecting the appropriate sampling technique, auditors should consider factors such as

the audit objectives, the size and nature of the population, the level of risk, available resources,
and the desired level of confidence in the audit findings. It is crucial to document the sampling
technique used, the rationale behind the selection, and the sample size to provide transparency

and support the audit conclusions.

By following the guidance provided by ISO 19011 and selecting appropriate sampling
techniques, auditors can gather representative and sufficient audit evidence, enhancing the

reliability and validity of their audit findings and conclusions.
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Nonconformity and corrective actions as per
1ISO 19011

Nonconformity and corrective actions are important concepts within the framework of ISO
19011: Guidelines for Auditing Management Systems. They play a crucial role in the audit
process and in ensuring the effectiveness and continual improvement of the audited

management system. Here's a breakdown of nonconformity and corrective actions as per ISO

19011:

Nonconformity: A nonconformity is the non-fulfillment of a requirement specified in the audit
criteria, such as laws, regulations, standards, or the organization's own policies and procedures.
Nonconformities can be identified during the audit process when there is evidence that the
audited management system does not conform to the specified requirements. Nonconformities
can result from a lack of implementation, inadequate processes, or deviations from established

procedures.
Key aspects of nonconformities as per ISO 19011:

Identification: Auditors identify nonconformities during the audit process by comparing the
observed practices with the specified requirements. Nonconformities can be identified through
document review, interviews, observations, data analysis, or any other appropriate means of

gathering audit evidence.
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Classification: Nonconformities are classified based on their significance, impact, or risk. The
classification helps prioritize corrective actions and determine the severity of the
nonconformity. Common classifications include major nonconformities (significant deviations
requiring immediate action) and minor nonconformities (less critical deviations that may

require improvement).

Documentation: Nonconformities should be clearly documented, including the nature of the
nonconformity, the specific requirement(s) not met, the evidence supporting the
nonconformity, and any associated observations or findings. Documentation ensures

traceability, facilitates communication, and provides a reference for corrective actions.

Corrective Actions: Corrective actions are the measures taken to address identified
nonconformities and eliminate the root causes to prevent their recurrence. Corrective actions
are aimed at correcting the immediate problem and addressing the underlying causes to prevent
similar issues in the future. The effectiveness of corrective actions is evaluated through

monitoring and verification.

Key aspects of corrective actions as per ISO 19011:

Root Cause Analysis: When addressing nonconformities, it is crucial to conduct a root cause
analysis to identify the underlying factors that led to the nonconformity. Root cause analysis
helps uncover the fundamental reasons behind the deviation and enables the development of

effective corrective actions.
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Action Plan: Based on the root cause analysis, an action plan is developed to outline the steps
required to address the nonconformity. The action plan should clearly define the actions to be
taken, responsibilities, timelines, and any required resources. The plan should be documented

and communicated to relevant stakeholders.

Implementation: Corrective actions are implemented according to the action plan. This may
involve making process changes, providing additional training, improving documentation,
enhancing controls, or taking any other necessary measures to rectify the nonconformity. The

implementation should be carried out in a timely and effective manner.

Verification and Effectiveness: Once the corrective actions have been implemented, their
effectiveness is verified through monitoring and evaluation. Auditors may review updated
documentation, conduct follow-up interviews, or perform additional audits to ensure that the
nonconformity has been adequately addressed and that the corrective actions have been

successful.

Documentation and Records: All corrective actions taken should be documented, including the
actions implemented, any changes made, and the results of verification. Documentation
ensures transparency, provides an audit trail, and enables tracking of the effectiveness of

corrective actions over time.

By effectively addressing nonconformities through appropriate corrective actions,
organizations can improve their management systems, enhance compliance with requirements,
and achieve continual improvement. The audit process, as guided by ISO 19011, helps identify

non
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Audit findings as per 1ISO 19011

Audit findings are an important output of the audit process according to ISO 19011: Guidelines
for Auditing Management Systems. They provide a summary of the auditor's assessment of the
audited management system and serve as the basis for forming conclusions and

recommendations. Here's an overview of audit findings as per ISO 19011:

Definition of Audit Findings: Audit findings are the results of evaluating audit evidence
against the audit criteria. They represent the auditor's determination of conformity or
nonconformity of the audited management system with the specified requirements. Audit
findings may include both positive findings (conformities) and negative findings

(nonconformities or opportunities for improvement).
Elements of Audit Findings: Audit findings typically include the following elements:

Nature of the finding: Describe the specific requirement or criteria that was assessed and the

corresponding observation or evidence found during the audit.

Condition: Describe the actual practices, processes, or situations observed during the audit,

highlighting any deviations or gaps from the requirements.

Criteria reference: Refer to the specific standard, regulation, policy, or procedure against which

the finding is evaluated.

Evidence: Provide supporting evidence or references that substantiate the finding, such as

documents, records, interview statements, or observations made during the audit.
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Consequences: Assess the impact or potential consequences of the finding on the audited

management system's effectiveness, performance, compliance, or objectives.

Classification of Audit Findings: ISO 19011 recommends classifying audit findings based on
their significance, impact, or risk. The classification helps prioritize actions and communicate

the importance of addressing the findings. Common classifications include:

Major findings: Significant nonconformities that require immediate attention and corrective

action. They represent serious deviations or failures in meeting critical requirements.

Minor findings: Less critical nonconformities or areas for improvement that do not have an

immediate significant impact on the audited management system.

Opportunities for improvement: Observations or suggestions for enhancing the effectiveness,
efficiency, or performance of the audited management system. They highlight areas with

potential for optimization or better alignment with best practices.

Reporting and Documentation: Audit findings should be documented systematically and
clearly in the audit report. The report should include a comprehensive and factual
representation of the findings, ensuring that they are accurate, complete, and objective.

Findings should be supported by relevant evidence and references for traceability.

Communication of Findings: The audit findings should be communicated to the auditee,
management, and other relevant stakeholders. This includes discussing the findings during the
closing meeting or through a separate communication process. The communication should be

clear, concise, and focused on providing a balanced representation of the audit results.
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Confidentiality and Security of Findings: Maintain the confidentiality and security of audit
findings in accordance with applicable legal and regulatory requirements. Handle the
information appropriately, ensuring that it is accessible only to authorized individuals involved

in the audit process. Protect the findings from unauthorized disclosure or misuse.

By documenting and communicating audit findings according to ISO 19011, organizations can
gain valuable insights into the performance of their management systems and identify areas for
improvement. Audit findings serve as a foundation for making informed decisions,
implementing corrective actions, and driving continual improvement within the audited

organization.

Audit report and structure as per ISO 19011

The audit report is a crucial deliverable of the audit process, providing a comprehensive
summary of the audit activities, findings, conclusions, and recommendations. ISO 19011:
Guidelines for Auditing Management Systems provides guidance on the structure and content
of the audit report. While ISO 19011 does not prescribe a specific format, it highlights key
elements that should be included. Here's an overview of the audit report structure as per ISO

19011:

Title and Introduction: The audit report should have a clear and descriptive title that reflects
the nature of the audit and the audited management system. The introduction section provides
an overview of the audit, including the purpose, scope, and objectives. It also provides

background information on the audited organization and any relevant context.
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Audit Objectives and Criteria: State the audit objectives and criteria in the report. This includes
specifying the audit criteria, such as relevant standards, regulations, policies, procedures, or
contractual requirements against which the audit was conducted. The audit objectives describe

the intended outcomes or goals of the audit.

Audit Scope: Define the scope of the audit, indicating the areas, processes, locations, or
departments covered by the audit. Clarify any exclusions or limitations in the scope and
explain the rationale behind them. The scope provides context for the readers to understand the

extent and boundaries of the audit.

Audit Methodology and Approach: Describe the audit methodology and approach used during
the audit. This includes explaining the audit techniques, sampling methods, data analysis, and
other relevant procedures followed. Provide an overview of how the audit was planned,

executed, and documented.

Audit Findings: Present the audit findings in a clear and structured manner. Include both
positive findings (conformities) and negative findings (nonconformities or opportunities for
improvement). Report each finding with sufficient detail, including the nature of the finding,
condition, criteria reference, evidence, and consequences. Classify the findings based on their

significance or risk level.

Conclusions: Draw conclusions based on the audit findings. Summarize the overall assessment
of the audited management system's conformity, effectiveness, and performance. Highlight any
trends, patterns, or systemic issues identified during the audit. The conclusions should be

supported by the audit evidence and align with the audit objectives and criteria.
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Recommendations: Provide recommendations for improvement based on the audit findings and
conclusions. Offer practical suggestions and actions that the audited organization can take to
address the identified nonconformities, enhance performance, or achieve greater conformity
with the audit criteria. Recommendations should be clear, actionable, and relevant to the

audited management system.

Annexes and Supporting Documentation: Include any annexes, appendices, or supporting
documentation that provide additional details, evidence, or references related to the audit. This
may include sample checklists, interview transcripts, data analysis results, or other supporting

materials that help validate the audit findings and conclusions.

Distribution and Confidentiality: Specify the distribution of the audit report, indicating who
will receive the report and any additional confidentiality requirements. Ensure that the report is
shared only with authorized individuals or entities as per organizational policies or legal

requirements. Safeguard the report's confidentiality and integrity.

Signature and Date: The audit report should be signed and dated by the lead auditor or
responsible auditors to signify its authenticity and completeness. The signature indicates the
approval and finalization of the report. Include the date when the report is issued to provide a

reference point.

Remember that while ISO 19011 provides guidance, organizations may have specific reporting
formats or templates that align with their internal requirements. The key is to ensure that the
audit report provides a clear and accurate representation of the audit activities, findings,
conclusions, and recommendations, supporting the audited organization's continual

improvement efforts.
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Audit reporting process as per 1ISO 19011

The audit reporting process outlined in ISO 19011: Guidelines for Auditing Management
Systems provides guidance on how to effectively prepare, review, and distribute the audit
report. The audit report is a crucial output of the audit process, communicating the results of
the audit to relevant stakeholders. Here are the key steps involved in the audit reporting

process as per ISO 19011:

Preparing the Audit Report: After completing the audit activities, the audit team, typically led
by the lead auditor, prepares the audit report. This involves compiling and organizing the
relevant information, including the audit findings, conclusions, and recommendations. The
report should follow a structured format and adhere to the requirements and guidelines

provided by ISO 19011.

Reviewing the Audit Report: The audit report should undergo a review process to ensure its
accuracy, completeness, and clarity. The review can be conducted by the lead auditor, audit
team members, or other designated individuals within the auditing organization. The purpose
of the review is to verify that the report aligns with the audit objectives, criteria, and evidence

gathered during the audit.

Addressing Review Comments: If any review comments or suggestions are provided, the audit
team should address them appropriately. This may involve revising the report, providing
additional clarification, or making necessary amendments to ensure the report accurately

reflects the audit findings and conclusions.

Overview of this ISO 19011 Manual


https://app.designrr.io/projectHtml/1233727?token=74acba9430dff7149537caa502840333&embed_fonts=&pdf=1

Overview of this ISO 19011 Manual

Approving the Audit Report: Once the review process is completed and any necessary
revisions are made, the audit report should be approved by the responsible authority within the
auditing organization. This is typically the lead auditor or a designated management
representative. Approval signifies that the report meets the organization's quality standards and

is ready for distribution.

Distributing the Audit Report: The approved audit report should be distributed to the relevant
stakeholders within the audited organization and any other identified parties. The distribution
list may include senior management, key personnel involved in the audited processes, and
other interested parties. The report should be disseminated securely and in accordance with any

confidentiality requirements.

Confidentiality and Security: Maintain the confidentiality and security of the audit report and
associated information as per organizational policies and legal requirements. Ensure that access
to the report is restricted to authorized individuals involved in the audit process. Protect the

report from unauthorized disclosure, alteration, or misuse.

Retaining Audit Records: Retain a copy of the audit report and associated records as per the
organization's record retention policies. This ensures that the report is available for future
reference, follow-up audits, or regulatory requirements. The retention period should be
determined based on the organization's needs and any applicable legal or contractual

obligations.
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Throughout the audit reporting process, it is important to ensure that the report is accurate,
objective, and transparent. The report should provide a clear representation of the audit
activities, findings, conclusions, and recommendations, supporting the audited organization's
continual improvement efforts. Following the guidance provided by ISO 19011 helps ensure a

consistent and effective audit reporting process.

Audit follow up corrective actions and
improvements as per ISO 19011

Audit follow-up, corrective actions, and improvements are integral parts of the audit process
outlined in ISO 19011: Guidelines for Auditing Management Systems. They involve
monitoring the progress of implementing corrective actions and evaluating the effectiveness of
those actions in addressing identified nonconformities and improving the audited management
system. Here's an overview of the audit follow-up, corrective actions, and improvements

process as per ISO 19011:

Corrective Action Plan: Following the audit, the audited organization should develop a
corrective action plan based on the audit findings and recommendations. The corrective action
plan outlines the actions, responsibilities, timelines, and resources needed to address the

identified nonconformities and improve the audited management system.

Implementation of Corrective Actions: The audited organization should implement the
corrective actions according to the action plan. This may involve making necessary process
changes, improving documentation, providing training, enhancing controls, or taking any other
measures to rectify the identified nonconformities. The implementation should be carried out

in a timely and effective manner.
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Monitoring and Verification: Once corrective actions are implemented, the audited
organization should monitor their progress and verify their effectiveness. This involves
tracking the implementation status, ensuring that the actions are being taken as planned, and
evaluating whether the desired results are being achieved. Monitoring and verification can be

done through follow-up audits, inspections, reviews, or any other appropriate means.

Evaluating Effectiveness: The audited organization should evaluate the effectiveness of
corrective actions in addressing the identified nonconformities and improving the audited
management system. This evaluation assesses whether the actions have successfully eliminated
the root causes, prevented the recurrence of nonconformities, and improved the overall

performance and conformity of the audited system.

Reviewing Audit Follow-Up Results: The audit team, led by the lead auditor, reviews the
results of the audit follow-up, corrective actions, and improvements. This review assesses
whether the identified nonconformities have been adequately addressed, the desired
improvements have been achieved, and the audited management system has become more
effective and conforming. The review supports the audit team's evaluation of the effectiveness

of the corrective actions.

Closing Nonconformities: Once the audited organization demonstrates that the identified
nonconformities have been effectively addressed and the required improvements have been
implemented, the nonconformities can be considered closed. The closure of nonconformities
signifies that the audited management system has achieved the desired conformity and

performance level.
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Documenting Follow-Up Activities: The audit team should document the follow-up activities,
including the monitoring and verification results, evaluation of effectiveness, and closure of
nonconformities. This documentation provides a record of the audit follow-up process,
demonstrates the organization's commitment to continual improvement, and supports future

audits and reviews.

Continuous Improvement: The audited organization should use the audit findings, corrective
actions, and improvement opportunities as inputs for its continual improvement efforts. The
insights gained from the audit process can guide the organization in identifying areas for
further enhancement, setting objectives, and implementing proactive measures to drive

ongoing improvement.

By following the audit follow-up, corrective actions, and improvements process as per ISO
19011, organizations can ensure that nonconformities are effectively addressed, the audited
management system becomes more effective, and continual improvement is achieved. This
process supports the organization in maintaining and enhancing the conformity and

performance of its management system over time.

Audit Follow up verification of corrective
actions as per ISO 19011

Audit follow-up verification of corrective actions is an essential step in the audit process as per
ISO 19011: Guidelines for Auditing Management Systems. It involves evaluating the
effectiveness of implemented corrective actions in addressing identified nonconformities and
ensuring their sustained resolution. Here are the key steps for conducting audit follow-up

verification of corrective actions as per ISO 19011:
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Establish Verification Criteria: Define the criteria against which the effectiveness of corrective
actions will be evaluated. These criteria should be specific, measurable, and aligned with the
objectives of the corrective actions. The criteria may include the elimination of the root cause,
prevention of recurrence, compliance with applicable requirements, and improvement in the

audited management system's performance.

Develop a Verification Plan: Create a verification plan that outlines the approach, activities,
and resources required for conducting the follow-up verification. The plan should include
details such as the scope of the verification, the methods and techniques to be used, the

selection of samples or areas for evaluation, and the responsibilities of the verification team.

Select Sample or Areas for Verification: Determine the samples or areas to be verified based
on the identified nonconformities and the scope of the follow-up verification. Select
representative samples that provide sufficient coverage and assurance of the effectiveness of
the corrective actions. Consider the significance and risk associated with the nonconformities

in determining the sample size and selection.

Collect and Review Evidence: Gather relevant evidence to assess the implementation and
effectiveness of corrective actions. This may include reviewing updated documentation,
records, procedures, and other relevant information. Collect evidence from various sources,
such as interviews, observations, data analysis, or any other suitable means to support the

verification process.
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Evaluate Compliance and Effectiveness: Evaluate the collected evidence against the
verification criteria to determine compliance and effectiveness. Assess whether the
implemented corrective actions have addressed the identified nonconformities, eliminated the
root causes, and prevented their recurrence. Verify whether the corrective actions align with

the audit objectives, criteria, and requirements.

Identify Remaining Nonconformities: If any nonconformities are identified during the
verification process, document them and treat them as new nonconformities. Follow the
regular nonconformity management process to ensure their appropriate resolution. Determine

the root causes and develop additional corrective actions as needed.

Document Verification Results: Document the results of the follow-up verification, including
the findings, observations, and conclusions. Record the verification activities performed, the
evidence reviewed, and the assessment of compliance and effectiveness. Maintain clear and

well-organized documentation to support the audit report and any future audits or reviews.

Report Verification Findings: Communicate the verification findings to the audited
organization. Report the results, including any identified nonconformities or areas of
improvement, to the appropriate stakeholders. Ensure that the report is clear, concise, and

provides a balanced representation of the verification outcomes.

Follow-Up Actions: If nonconformities or areas for improvement are identified during the
follow-up verification, the audited organization should initiate appropriate actions to address
them. This may involve developing and implementing additional corrective actions, revising
procedures, providing further training, or making necessary process changes to ensure

sustained resolution.
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Closure of Corrective Actions: Once the follow-up verification confirms the effectiveness and
sustained resolution of corrective actions, the actions can be considered closed. Closure of
corrective actions signifies that the identified nonconformities have been appropriately

addressed and the audited management system has achieved the desired level of conformity.

By conducting thorough and objective follow-up verification of corrective actions as per ISO
19011, organizations can ensure that identified nonconformities are effectively resolved and
the audited management system achieves sustained improvement and conformity. The
verification process supports the organization in maintaining and enhancing the performance

and effectiveness of its management

Audit closure as per 1ISO 19011

Audit closure is the final step in the audit process as per ISO 19011: Guidelines for Auditing
Management Systems. It involves concluding the audit activities and formally communicating
the audit results to relevant stakeholders. Here are the key considerations for conducting audit

closure as per ISO 19011:

Completion of Audit Activities: Ensure that all planned audit activities have been completed,
including document reviews, interviews, site inspections, observations, data analysis, and any
other relevant audit procedures. Verify that the audit objectives and scope have been
adequately covered and that sufficient audit evidence has been gathered to support the findings

and conclusions.
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Concluding Meeting: Conduct a concluding meeting with the auditee and relevant stakeholders
to communicate the audit findings, conclusions, and any recommendations. This meeting
provides an opportunity to clarify any issues, address questions or concerns, and seek
agreement on the audit outcomes. Discuss the next steps, including any follow-up actions or

additional reviews.

Audit Findings and Conclusions: Present the audit findings and conclusions in a clear and
structured manner. Summarize the positive findings (conformities), negative findings
(nonconformities or areas for improvement), and any other significant observations or trends
identified during the audit. Ensure that the findings are supported by the relevant evidence and

align with the audit objectives and criteria.

Recommendations and Opportunities for Improvement: Provide recommendations for
improvement based on the audit findings. These recommendations should be practical,
actionable, and relevant to enhancing the audited management system's performance,
effectiveness, or conformity. Discuss opportunities for improvement that can drive continual

improvement within the organization.

Agreement on Findings: Seek agreement from the auditee on the audit findings, conclusions,
and recommendations. Encourage open and constructive dialogue to address any differences in
perspectives or interpretations. Aim for consensus on the identified nonconformities,

improvements, and the way forward.
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Documentation of Audit Closure: Document the outcomes of the audit closure, including a
summary of the concluding meeting, agreed-upon findings, conclusions, recommendations,
and any follow-up actions or timelines. Maintain clear and well-organized records of the audit

closure to support the audit report and future reference.

Audit Report Preparation: Based on the audit closure outcomes, prepare the final audit report.
The report should provide a comprehensive summary of the audit activities, findings,
conclusions, recommendations, and any agreed-upon actions. Follow the report structure and

content guidelines as outlined in ISO 19011.

Approval and Distribution of Audit Report: Obtain the necessary approvals for the audit report
from the responsible authority within the auditing organization. This may be the lead auditor or
a designated management representative. Once approved, distribute the audit report to relevant
stakeholders, including senior management, the auditee, and any other identified parties, in

accordance with the organization's distribution requirements.

Retention of Audit Records: Retain a copy of the audit report, supporting documentation, and
any relevant records in accordance with the organization's record retention policies. Retaining
audit records ensures their availability for future reference, follow-up audits, reviews, or any

legal or regulatory requirements.

Continuous Improvement: Use the audit findings, conclusions, and recommendations as inputs
for the organization's continual improvement efforts. Reflect on the lessons learned from the
audit and incorporate the insights gained into the improvement plans and actions. Emphasize

the value of the audit process as a driver for positive change and enhanced performance.
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By effectively closing the audit activities and communicating the audit results as per ISO
19011, organizations can conclude the audit process in a structured and meaningful manner.
Audit closure ensures that the audit outcomes are well-documented, agreed upon, and provide

a foundation for driving continual improvement within the audited organization.

Surveillance audits as per ISO 19011

Surveillance audits, also known as follow-up audits or maintenance audits, are an important
component of the audit process according to ISO 19011: Guidelines for Auditing Management
Systems. They are conducted to assess the ongoing conformity, effectiveness, and continual
improvement of the audited management system. Here's an overview of surveillance audits as

per ISO 19011:

Purpose of Surveillance Audits: The primary purpose of surveillance audits is to verify that the
audited organization continues to meet the requirements of the audited management system.
These audits focus on monitoring and evaluating the implementation and effectiveness of the
management system over time. Surveillance audits aim to ensure that the organization

maintains conformity and drives continual improvement.

Frequency of Surveillance Audits: ISO 19011 recommends conducting surveillance audits at
regular intervals, typically annually or as determined by the certification body or auditing
organization. The frequency of surveillance audits is based on factors such as the risks
associated with the audited management system, the organization's performance, and the

requirements of relevant standards or regulations.
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Scope of Surveillance Audits: The scope of surveillance audits is generally narrower than the
initial certification or recertification audits. It typically focuses on key processes, areas, or
requirements that are critical to the audited management system's performance and conformity.
The scope may also consider any changes or updates made to the management system since

the previous audit.

Planning Surveillance Audits: The planning of surveillance audits involves determining the
objectives, criteria, scope, and approach for conducting the audits. The audit plan should
consider the results of previous audits, changes within the audited organization, and any
emerging risks or opportunities. The planning process ensures that the surveillance audits are

focused, efficient, and tailored to the organization's needs.

Conducting Surveillance Audits: During surveillance audits, auditors gather audit evidence to
evaluate the ongoing implementation and effectiveness of the audited management system.
They review documented information, conduct interviews, perform observations, and analyze
data to assess the organization's conformity with requirements, performance indicators, and
improvement initiatives. The audits may include both onsite and remote activities, depending

on the circumstances and audit objectives.

Audit Findings and Reporting: Based on the surveillance audits, auditors identify any
nonconformities, opportunities for improvement, or areas of concern. They document their
findings and communicate them to the auditee through an audit report or other appropriate
means. The report may include positive findings (conformities) and negative findings

(nonconformities or areas for improvement) along with recommendations for further actions.
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Follow-up Actions and Verification: The audited organization is responsible for taking
appropriate actions to address any identified nonconformities or improvement opportunities.
They implement corrective actions, improvements, or preventive measures as needed. During
subsequent surveillance audits, the auditors verify the effectiveness and sustained resolution of

the previously identified nonconformities.

Continual Improvement: Surveillance audits play a vital role in driving continual improvement
within the audited organization. They provide an opportunity to monitor performance, identify
emerging risks or challenges, and recommend actions for enhancing the management system's
effectiveness and conformity. The organization should utilize the audit findings and

recommendations to support their continual improvement efforts.

By conducting regular surveillance audits in accordance with ISO 19011, organizations can
ensure that their management systems remain effective, compliant, and continually improving.
Surveillance audits provide ongoing assurance to stakeholders, support the organization's
commitment to excellence, and drive the continual improvement of the audited management

system.

Audit Program as per ISO 19011

An audit program, as per ISO 19011: Guidelines for Auditing Management Systems, is a
systematic and planned approach for conducting audits within an organization. It outlines the
arrangements, processes, and procedures necessary to manage and execute audits effectively
and consistently. Here's an overview of developing and implementing an audit program as per

ISO 19011:
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Establish Audit Program Objectives: Define the objectives of the audit program in alignment
with the organization's goals and the requirements of relevant management system standards.
These objectives may include verifying conformity, assessing performance, identifying

improvement opportunities, and providing assurance to stakeholders.

Determine Audit Program Scope: Define the scope of the audit program, which specifies the
management systems, processes, areas, or departments to be audited. Consider the
organization's priorities, risks, and regulatory requirements when determining the scope. The

scope should be periodically reviewed and updated as needed.

Develop Audit Program Procedures: Create documented procedures that outline the processes,
responsibilities, and activities involved in the audit program. These procedures should cover all
aspects of the audit lifecycle, including audit planning, execution, reporting, and follow-up.
Ensure that the procedures are consistent with ISO 19011 guidelines and tailored to the

organization's specific needs.

Establish Audit Program Criteria: Define the audit criteria, which may include applicable
standards, regulations, policies, procedures, or performance indicators. The criteria provide the
basis for assessing the audited management system's conformity, effectiveness, and
performance. Ensure that the criteria are relevant, up-to-date, and aligned with the

organization's objectives.

Identify Audit Resources: Determine the resources required for implementing the audit
program effectively. This includes identifying and assigning competent auditors who possess
the necessary knowledge, skills, and experience. Consider the availability of human resources,

expertise, training, documentation, and other resources required to conduct audits efficiently.
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Develop Audit Program Schedule: Establish a schedule for conducting audits within the audit
program. The schedule should consider the frequency and timing of audits based on the
organization's needs, the audit scope, and any regulatory or certification requirements. Plan for
both internal audits and external audits, such as third-party or certification audits, as

applicable.

Conduct Audit Planning: For each audit within the program, develop an audit plan that outlines
the specific objectives, scope, criteria, and resources required. The audit plan should consider
the audit program objectives, the nature of the audited processes, and any risks or changes

since the previous audit. The plan provides a roadmap for conducting the audit effectively.

Execute Audits: Conduct audits according to the established audit program procedures and
audit plans. Execute the audit activities, which may include document reviews, interviews, site
inspections, observations, data analysis, and any other relevant audit techniques. Gather audit

evidence to assess conformity, performance, and improvement opportunities.

Report Audit Findings: Prepare audit reports that document the findings, conclusions, and
recommendations resulting from each audit. Ensure that the reports adhere to the reporting
requirements outlined in ISO 19011. Communicate the reports to relevant stakeholders,
including senior management, auditees, and other identified parties, as per the organization's

communication protocols.
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Implement Follow-up Actions: Track and verify the implementation and effectiveness of
corrective actions resulting from audit findings. Conduct follow-up audits or reviews to ensure
that nonconformities have been appropriately addressed, improvements have been made, and
the audited management system is continually improving. Document and report the results of

follow-up activities.

Continual Improvement: Regularly review and assess the audit program's performance and
effectiveness. Use the audit findings, lessons learned, and feedback received to identify
opportunities for improving the audit program itself. Continually refine the program's
procedures, resources, training, and processes to enhance its efficiency and value to the

organization

Audit Program management as per ISO 19011

Audit program management, as per ISO 19011: Guidelines for Auditing Management Systems,
involves the effective planning, implementation, monitoring, and improvement of the audit
program within an organization. It ensures that audits are conducted systematically,
consistently, and in alignment with the organization's objectives and requirements. Here's an

overview of managing an audit program as per ISO 19011:

Leadership and Commitment: Top management should demonstrate leadership and
commitment to the audit program. They should provide the necessary resources, establish
policies and objectives, and promote a culture of continual improvement and compliance.
Their involvement ensures that the audit program is given appropriate priority and support

within the organization.
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Program Planning and Documentation: Develop a documented audit program plan that outlines
the objectives, scope, schedule, criteria, and procedures of the audit program. The plan should
consider the organization's context, risks, and requirements. Documented procedures should

provide guidance on how audits are planned, executed, reported, and followed up.

Competence and Resources: Ensure that auditors involved in the audit program possess the
necessary competence, knowledge, skills, and experience to conduct audits effectively. Identify
training needs and provide opportunities for professional development. Allocate appropriate

resources, both human and technical, to support the audit program's activities.

Risk-Based Approach: Adopt a risk-based approach when planning and conducting audits
within the program. Consider the organization's risks, priorities, and regulatory requirements.
Focus audit resources on areas with higher risks or significance to the audited management

system's performance and conformity. Tailor audit activities accordingly.

Audit Program Monitoring: Regularly monitor the performance and effectiveness of the audit
program. This includes tracking the implementation of planned audits, adherence to audit
schedules, and the achievement of audit objectives. Monitor key performance indicators (KPIs)
related to the audit program to assess its efficiency, effectiveness, and overall contribution to

the organization.

Audit Program Evaluation: Periodically evaluate the audit program's performance to identify
strengths, weaknesses, and improvement opportunities. Conduct management reviews of the
audit program to assess its overall effectiveness, efficiency, and alignment with organizational
goals. Gather feedback from auditees, auditors, and other stakeholders to inform the evaluation

process.
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Corrective Actions and Improvements: Take appropriate corrective actions to address any
identified nonconformities or areas for improvement within the audit program. Continually
seek ways to enhance the program's efficiency, effectiveness, and value to the organization.

Implement improvement initiatives based on audit findings, feedback, and lessons learned.

Communication and Reporting: Ensure effective communication within the organization
regarding the audit program. Clearly communicate the roles, responsibilities, and expectations
of auditors, auditees, and other stakeholders. Report on the audit program's performance,
findings, and recommendations to relevant management levels, highlighting areas for

improvement and actions taken.

Documentation and Recordkeeping: Maintain adequate documentation and records related to
the audit program. This includes audit plans, reports, procedures, training records, competency
assessments, and other relevant documentation. Ensure that the documentation is controlled,

retained, and accessible as per the organization's recordkeeping policies.

Continual Improvement: Apply the principles of continual improvement to the audit program
management. Utilize audit findings, lessons learned, feedback, and industry best practices to
identify opportunities for enhancing the audit program's effectiveness, efficiency, and value.

Continually review and refine the program's processes, procedures, and resources to drive

ongoing improvement.
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By effectively managing the audit program according to ISO 19011, organizations can ensure
that their audits are conducted in a systematic, consistent, and value-added manner. Proper
program management supports the organization's compliance, risk management, and continual
improvement efforts, providing assurance to stakeholders and driving positive outcomes for the

audited management system.

Audit Program Monitoring as per 1SO 19011

Audit program monitoring is a crucial aspect of managing an audit program according to ISO
19011: Guidelines for Auditing Management Systems. It involves the ongoing assessment of
the performance and effectiveness of the audit program to ensure its efficiency, conformity,
and continual improvement. Here's an overview of monitoring an audit program as per ISO

19011:

Establish Monitoring Objectives: Define the objectives of monitoring the audit program,
considering the organization's goals, compliance requirements, and the effectiveness of the
program in meeting its intended purpose. The objectives may include assessing the program's
efficiency, identifying areas for improvement, and ensuring conformity to relevant standards

and regulations.

Key Performance Indicators (KPIs): Identify and define key performance indicators to measure
the performance and effectiveness of the audit program. KPIs should align with the program's
objectives and provide meaningful metrics for monitoring. Examples of KPIs include audit
cycle time, adherence to audit schedules, client satisfaction ratings, and effectiveness of

corrective actions.
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Data Collection and Analysis: Collect relevant data related to the audit program's performance
and effectiveness. This may include data on audit schedules, resources allocated, audit
findings, follow-up actions, and client feedback. Analyze the collected data to identify trends,

patterns, and areas that require attention or improvement.

Regular Performance Reviews: Conduct regular performance reviews of the audit program to
assess its adherence to planned objectives, criteria, and schedules. Evaluate the program's
effectiveness in meeting audit objectives, identifying nonconformities, and driving
improvements. Compare actual performance against established KPIs to determine if the

program is meeting its targets.

Management Review: Include the audit program in the organization's management review
process. Senior management should review the program's performance, effectiveness, and
alignment with organizational goals. Assess the adequacy of resources, competency of
auditors, and the program's contribution to achieving desired outcomes. Use the management

review to drive continual improvement of the audit program.

Stakeholder Feedback: Seek feedback from auditees, auditors, and other stakeholders involved
in the audit program. Feedback can be obtained through surveys, interviews, or other
communication channels. Evaluate stakeholder satisfaction, identify areas of improvement, and

consider their suggestions for enhancing the program's effectiveness and value.
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Corrective Actions and Improvements: Based on the monitoring results, identify any
nonconformities, areas for improvement, or opportunities for enhancing the audit program.
Implement appropriate corrective actions to address identified issues and drive continual
improvement. Continually seek ways to enhance the program's efficiency, effectiveness, and

value to the organization.

Documentation and Reporting: Document the results of the monitoring activities, including
data collected, analysis performed, findings, and improvement actions taken. Maintain records
of the monitoring process to provide evidence of the program's performance and continual
improvement. Report the monitoring outcomes to relevant stakeholders as part of the audit

program reporting.

Follow-up and Evaluation: Monitor the implementation and effectiveness of improvement
actions resulting from the monitoring process. Track the progress of corrective actions, assess
their impact on the program's performance, and verify their sustained resolution. Evaluate the

effectiveness of implemented improvements and make further adjustments as necessary.

Continual Improvement: Utilize the insights gained from the monitoring process to drive
continual improvement of the audit program. Regularly review the monitoring results,
feedback, and lessons learned to identify opportunities for enhancing the program's processes,
procedures, resources, and outcomes. Foster a culture of continual improvement within the

audit program.

By actively monitoring the audit program as per ISO 19011, organizations can ensure that their
audit activities are effective, efficient, and aligned with their goals and compliance
requirements. The monitoring process supports the organization in driving continual
improvement, identifying areas for enhancement, and maintaining the integrity and value of

the audit program.
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Audit Program Improvement as per ISO 19011

Audit program improvement is a critical component of managing an audit program in
accordance with ISO 19011: Guidelines for Auditing Management Systems. It involves
systematically identifying opportunities for enhancing the program's effectiveness, efficiency,
and value. Continuous improvement ensures that the audit program evolves to meet changing
organizational needs and industry best practices. Here's an overview of improving an audit

program as per ISO 19011:

Establish a Culture of Improvement: Create a culture within the organization and the audit
program that encourages and supports continual improvement. Foster an environment where
auditors and stakeholders are encouraged to identify areas for enhancement, share ideas, and
actively participate in improvement initiatives. Promote open communication and learning

from past experiences.

Monitor and Evaluate Program Performance: Regularly monitor and evaluate the performance
of the audit program to identify strengths, weaknesses, and improvement opportunities. Assess
the program's adherence to objectives, compliance with standards and regulations, and
effectiveness in meeting stakeholder needs. Use key performance indicators (KPIs) and metrics

to measure and track program performance.

Gather Stakeholder Feedback: Seek feedback from auditors, auditees, and other stakeholders
involved in the audit program. This can be done through surveys, interviews, or structured
feedback sessions. Gather their perspectives on the program's strengths, weaknesses, and

suggestions for improvement. Consider their input to drive meaningful changes in the program.
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Analyze Audit Findings and Lessons Learned: Analyze the findings and lessons learned from
audits conducted within the program. Identify recurring nonconformities, trends, or systemic
issues that indicate areas for improvement. Assess the effectiveness of corrective actions and
determine if they have addressed the root causes. Use this analysis to develop improvement

initiatives.

Benchmarking and Best Practices: Benchmark the audit program against industry best practices
and standards. Stay updated on emerging trends and advancements in auditing practices. Learn
from other organizations and share knowledge to adopt and adapt relevant best practices.
Benchmarking provides insights into innovative approaches and helps identify areas for

improvement.

Training and Professional Development: Invest in the training and professional development of
auditors involved in the program. Ensure that auditors have the necessary competencies, skills,
and knowledge to effectively conduct audits. Offer opportunities for ongoing training,
certifications, and professional networking to enhance their capabilities and keep them abreast

of industry developments.

Review and Enhance Program Procedures: Regularly review and update the audit program
procedures based on feedback, lessons learned, and changes in organizational requirements.
Continually refine the processes and protocols followed during audit planning, execution,
reporting, and follow-up. Ensure that the procedures align with ISO 19011 guidelines and

organizational objectives.
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Implement Improvement Actions: Based on the analysis of program performance and
stakeholder feedback, implement improvement actions. These actions may include updating
audit program documentation, modifying audit methodologies, enhancing communication
processes, or refining resource allocation. Ensure that improvement initiatives are measurable,

actionable, and aligned with the program's objectives.

Track and Evaluate Improvement Progress: Monitor the progress and effectiveness of
implemented improvement actions. Assess their impact on the program's performance,
efficiency, and value. Collect data and feedback to evaluate the results achieved through
improvement initiatives. Use this information to refine and fine-tune improvement actions as

necessdary.

Document and Communicate Improvements: Document the improvement initiatives, actions
taken, and the outcomes achieved. Communicate the improvements to relevant stakeholders,
including senior management, auditors, and auditees. Share the program's success stories,
lessons learned, and best practices to inspire a culture of continual improvement within the

organization.

By embracing a proactive approach to audit program improvement, organizations can ensure
that their audit program remains effective, efficient, and aligned with evolving needs.
Continuous improvement enhances the program's ability to support organizational objectives,

drive value, and maintain compliance with standards and
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Audit Program Review as per ISO 19011

Audit program review is an essential activity in managing an audit program in accordance with
ISO 19011: Guidelines for Auditing Management Systems. It involves a systematic evaluation
of the overall performance, effectiveness, and conformance of the audit program to ensure its

continual improvement. Here's an overview of conducting an audit program review as per ISO

19011:

Establish Review Objectives: Define the objectives of the audit program review, considering
the organization's goals, compliance requirements, and the audit program's purpose. These
objectives may include assessing the program's effectiveness, efficiency, alignment with

organizational objectives, and identification of improvement opportunities.

Review Scope and Criteria: Define the scope of the audit program review, specifying the
aspects and processes to be evaluated. This may include reviewing the program's
documentation, audit plans, reports, procedures, resources, competency requirements, and
performance indicators. Establish the review criteria based on ISO 19011 guidelines,

organizational objectives, and industry best practices.

Collect Relevant Data and Information: Gather relevant data and information to support the
review process. This may include audit reports, performance metrics, audit program
documentation, stakeholder feedback, nonconformity records, audit findings, and corrective
action records. Ensure the data collected is accurate, complete, and representative of the audit

program's activities and outcomes.
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Evaluate Program Performance: Assess the performance of the audit program against
established review criteria and objectives. Evaluate the program's effectiveness in meeting
audit objectives, identifying nonconformities, driving improvements, and providing value to
the organization. Consider factors such as audit cycle time, adherence to audit schedules, client

satisfaction, competency of auditors, and overall program efficiency.

Identify Strengths and Weaknesses: Identify the strengths and weaknesses of the audit program
based on the review findings. Determine areas where the program excels and can serve as best
practices. Identify areas where improvements are needed, such as process inefficiencies,
competency gaps, inadequate resources, or challenges in meeting objectives. Consider both

positive and negative aspects to inform improvement initiatives.

Evaluate Compliance with Standards and Regulations: Assess the audit program's conformity
with relevant standards, regulations, and organizational requirements. Evaluate whether the
program adheres to ISO 19011 guidelines and other applicable auditing standards. Identify any

areas of noncompliance or deviations and initiate corrective actions as necessary.

Stakeholder Feedback: Obtain feedback from auditors, auditees, and other stakeholders
involved in the audit program. Seek their perspectives on the program's strengths, weaknesses,
and areas for improvement. Evaluate stakeholder satisfaction, communication effectiveness,
and overall perception of the program's value. Incorporate stakeholder feedback into the review

process.
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Identify Improvement Opportunities: Based on the review findings and analysis, identify
improvement opportunities for the audit program. These opportunities may include refining
audit program procedures, enhancing resource allocation, providing additional training or
support to auditors, streamlining processes, or strengthening stakeholder engagement.
Prioritize improvement opportunities based on their potential impact and alignment with

organizational objectives.

Develop Improvement Action Plan: Develop an improvement action plan that outlines the
actions, responsibilities, timelines, and resources required to implement identified
improvements. Ensure that improvement initiatives are specific, measurable, achievable,
relevant, and time-bound (SMART). Assign responsibilities to appropriate individuals or teams

and track progress towards implementing improvement actions.

Monitor and Review Improvement Progress: Monitor the progress of implementing
improvement actions and regularly review their effectiveness. Assess whether the implemented
improvements have addressed identified weaknesses or nonconformities. Collect feedback and
data to evaluate the impact of improvements on the audit program's performance, efficiency,

and stakeholder satisfaction. Adjust improvement actions as needed.

Document and Communicate Review Results: Document the results of the audit program

review, including the findings, strengths, weaknesses,

Practical audit scenarios for ISO 19011

Here are some practical audit scenarios that can be used to apply the principles and guidelines

of ISO 19011:
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Quality Management System (QMS) Audit: Conduct an audit of a company's QMS based on
ISO 9001 requirements. Assess the organization's processes for quality planning, customer
focus, resource management, and continuous improvement. Evaluate the effectiveness of the
QMS in ensuring customer satisfaction, meeting regulatory requirements, and driving

operational excellence.

Environmental Management System (EMS) Audit: Perform an audit of an organization's EMS
based on ISO 14001 standards. Assess the company's environmental policies, objectives,
targets, and performance indicators. Review the implementation of controls for pollution
prevention, waste management, energy efficiency, and compliance with environmental

regulations.

Occupational Health and Safety (OHS) Audit: Conduct an audit of an organization's OHS
management system based on ISO 45001 requirements. Evaluate the company's policies,
procedures, and practices related to hazard identification, risk assessment, incident reporting,
and employee participation. Assess the effectiveness of controls for maintaining a safe and

healthy workplace.

Information Security Management System (ISMS) Audit: Perform an audit of an organization's
ISMS based on ISO 27001 standards. Assess the company's information security policies, risk
management processes, access controls, and incident response procedures. Review the

effectiveness of measures taken to protect sensitive information and ensure business continuity.
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Supply Chain Audit: Conduct an audit of a company's supply chain management practices.
Evaluate the organization's supplier selection and evaluation processes, contract management,
and risk mitigation strategies. Assess the effectiveness of controls in ensuring product quality,

compliance with legal requirements, and ethical sourcing.

Energy Management System (EnMS) Audit: Perform an audit of an organization's EnMS based
on ISO 50001 standards. Assess the company's energy policy, energy performance indicators,
energy planning, and energy conservation measures. Review the effectiveness of controls for

energy monitoring, measurement, and optimization.

Social Responsibility Audit: Conduct an audit of an organization's social responsibility
practices, such as corporate social responsibility (CSR) initiatives or sustainability programs.
Evaluate the company's commitment to ethical business practices, stakeholder engagement,

community involvement, and environmental sustainability.

Food Safety Audit: Perform an audit of a company's food safety management system based on
ISO 22000 or other applicable standards. Assess the organization's food safety policies,
HACCP (Hazard Analysis and Critical Control Points) implementation, sanitation practices,
and traceability systems. Review the effectiveness of controls for ensuring food safety

throughout the supply chain.

IT Service Management Audit: Conduct an audit of an organization's IT service management
processes based on ISO/IEC 20000 standards. Evaluate the company's IT service strategy,
service design, service transition, service operation, and continual service improvement.

Assess the effectiveness of controls for ensuring the delivery of quality IT services.
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Integrated Management System (IMS) Audit: Perform an audit of an organization's integrated
management system that combines multiple management systems, such as QMS, EMS, OHS,
or others. Assess the integration and coordination of different management systems,

effectiveness of shared processes, and achievement of common objectives.

These practical audit scenarios provide opportunities to apply the principles and guidelines of
ISO 19011 across various management system domains. Adapt the scenarios to suit the

specific context and industry of the organization being audited.

Case studies and exercises for a group
discussion

Here are a few case studies and exercises for a group discussion focused on ISO 19011:

Case Study 1: Internal Audit Planning Scenario: A manufacturing company has recently
implemented an ISO 9001 Quality Management System and is preparing for its first internal

audit. The audit team needs to plan the audit activities and develop an audit schedule.
Discussion Points:

How would you approach the internal audit planning process?

What are the key considerations when determining the audit scope and objectives?
How would you identify the areas and processes to be audited?

What criteria would you use to develop the audit schedule?
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How would you ensure that the audit team is competent and adequately prepared for the audit?

Exercise 1: Audit Program Evaluation Scenario: An organization has an established audit
program in place for ISO 14001 Environmental Management System audits. The program has
been running for several years, and the organization wants to assess its effectiveness and

identify areas for improvement.

Discussion Points:

How would you evaluate the performance and effectiveness of the audit program?

What criteria or metrics would you use to assess the program's efficiency and value?

How would you gather feedback from auditors, auditees, and other stakeholders involved in

the audit program?

Based on the evaluation, what improvement opportunities do you identify for the audit

program?

How would you prioritize and implement the improvement initiatives?

Case Study 2: Audit Reporting and Follow-up Scenario: A service organization has completed
an ISO 27001 Information Security Management System audit. The audit team has identified
nonconformities and areas for improvement. They need to prepare the audit report and support

the organization in implementing corrective actions.

Discussion Points:
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How would you structure the audit report to effectively communicate the findings and

recommendations?

What information should be included in the audit report as per ISO 19011 guidelines?

How would you ensure that the audit report is clear, concise, and actionable?

How would you engage with the auditee to facilitate the implementation of corrective actions?

What methods or tools would you use to track and verify the effectiveness of corrective

actions?

Exercise 2: Continual Improvement in Auditing Scenario: A certification body is looking to
enhance the effectiveness and value of their auditing services based on ISO 19011. They want

to establish a culture of continual improvement within their auditing team.

Discussion Points:

How would you promote a culture of continual improvement among auditors?

What steps would you take to encourage auditors to identify and share best practices?

How would you facilitate the sharing of lessons learned from audits and industry

developments?

How can auditors be involved in the improvement of audit methodologies and processes?

What initiatives or training opportunities would you implement to enhance auditor competence

and knowledge?
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These case studies and exercises provide opportunities for group discussions on various aspects
of ISO 19011, including audit planning, program evaluation, reporting, and continual
improvement. Adjust the scenarios and discussion points to match the specific needs and

context of your group or organization.

Role play examples

Here are some role play examples for ISO 19011 that can be used to simulate audit scenarios:
Role Play 1: Audit Planning Meeting Roles:

Lead Auditor

Auditee Representative

Scenario: The lead auditor is conducting an initial planning meeting with the auditee
representative to discuss the upcoming audit of the organization's Quality Management System

(QMS) based on ISO 9001.

Discussion Points:

Setting the audit objectives and scope.

Determining the audit criteria and areas to be audited.
Agreeing on the audit schedule and duration.

Discussing the audit team composition and roles.
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Addressing any questions or concerns from the auditee representative.

Role Play 2: Document Review and Interviews Roles:

Auditor

Auditee Representative

Scenario: The auditor is reviewing the documented information related to the auditee's
Environmental Management System (EMS) based on ISO 14001. The auditee representative is

providing the necessary documentation and participating in the interviews.

Discussion Points:

Conducting document review to assess conformity with EMS requirements.

Interviewing the auditee representative to gather additional information and insights.

Seeking evidence of effective implementation and maintenance of the EMS.

Clarifying any discrepancies or gaps identified during the document review.

Addressing any questions or concerns raised by the auditee representative.

Role Play 3: Site Inspection and Observations Roles:

Auditor

Overview of this ISO 19011 Manual


https://app.designrr.io/projectHtml/1233727?token=74acba9430dff7149537caa502840333&embed_fonts=&pdf=1

Overview of this ISO 19011 Manual

Auditee Representative

Scenario: The auditor is conducting a site inspection of the auditee's Occupational Health and
Safety (OHS) management practices based on ISO 45001. The auditee representative is

guiding the auditor through the facility and responding to inquiries.

Discussion Points:

Observing workplace conditions, safety measures, and employee behaviors.

Verifying compliance with legal and regulatory requirements.

Assessing the effectiveness of hazard identification and risk control measures.

Discussing incident reporting and emergency response procedures.

Seeking evidence of employee involvement and OHS training.

Role Play 4: Audit Findings and Follow-up Roles:

Auditor

Auditee Representative

Scenario: The auditor is presenting the audit findings to the auditee representative after
completing an audit of the auditee's Information Security Management System (ISMS) based
on ISO 27001. The auditee representative is discussing the findings and proposed corrective

actions.
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Discussion Points:

Presenting the audit findings, including positive findings and nonconformities.

Discussing the root causes of nonconformities and potential corrective actions.

Seeking agreement on the proposed corrective actions and improvement opportunities.

Clarifying the responsibilities and timelines for implementing the corrective actions.

Addressing any concerns or requests for further clarification from the auditee representative.

These role play examples provide opportunities to practice and simulate real-life audit
interactions and discussions based on ISO 19011 principles and guidelines. Adjust the

scenarios and discussion points to suit your organization's specific needs and context.

Examples of how to write a non conformance

When writing a nonconformance report (NCR) for ISO 19011 audits, it is important to provide
clear, concise, and objective information about the identified nonconformity. Here are some

examples of how to write a nonconformance for ISO 19011:

Example 1: Nonconformance Title: Lack of Documented Procedures for Internal Audits
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Description: During the audit of the Quality Management System (QMS) based on ISO 9001,
it was observed that the organization does not have documented procedures in place for
conducting internal audits as required by clause X.X of ISO 9001:20XX. The absence of

documented procedures hinders the effectiveness and consistency of internal audits.

Evidence:

Review of the documented information, including the organization's quality manual, policies,

and procedures, revealed the absence of specific procedures for internal audits.

Interviews with personnel involved in internal auditing confirmed the lack of documented

procedures and a consistent approach.

Impact: The lack of documented procedures for internal audits compromises the organization's
ability to systematically plan, conduct, and report on internal audit activities. This deficiency
may result in inconsistent audit practices, missed opportunities for improvement, and an

increased risk of nonconformities going undetected.

Recommendation: It is recommended that the organization develop and implement documented
procedures for internal audits in line with the requirements of ISO 9001:20XX. The procedures
should address the planning, execution, reporting, and follow-up activities of internal audits.
The organization should also establish clear roles, responsibilities, and competency

requirements for auditors involved in internal audits.
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Example 2: Nonconformance Title: Inadequate Training Records for Employees Description:
During the audit of the Occupational Health and Safety Management System (OHSMS) based
on ISO 45001, it was identified that the organization does not maintain adequate training
records for employees involved in high-risk tasks. The absence of comprehensive training

records poses a risk to employee safety and compliance with OHSMS requirements.

Evidence:

Review of the organization's training records revealed incomplete and inconsistent

documentation of employee training, particularly for high-risk tasks.

Interviews with employees confirmed that training records were not consistently maintained,

leading to uncertainty regarding the adequacy of employee training.

Impact: The lack of comprehensive training records increases the risk of employees not
receiving necessary training for high-risk tasks. This deficiency compromises the
organization's ability to ensure employee competence, jeopardizes employee safety, and may

result in noncompliance with OHSMS requirements.

Recommendation: It is recommended that the organization establish a robust system for
recording and maintaining employee training records, particularly for high-risk tasks. The
system should ensure that training records are consistently documented, updated, and easily
accessible. Employee training needs should be identified, and appropriate training programs

should be developed and delivered to address the identified needs.
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Please note that the specific content and structure of nonconformance reports may vary
depending on the organization's documentation and reporting requirements. It is important to
adhere to your organization's established NCR format and guidelines while incorporating the

necessary details related to the nonconformity.
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Safety Risk
Management
Consultants

Safety Risk Management SHEQ Consulting is your turnkey ISO &
Compliance Management System Partner.

Our SHEQ Consultant takes the pain out of compliance while making it easy
and sustainable through our safety and risk management consulting and
software platforms. We have successfully assisted large multinational and
SMME'’s navigating the journey to ISO certification or the development of
compliance management systems. Our client testimonials demonstrate our

ability to deliver on our clients’ needs.



