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internal auditing pocket guide iso 9001 2015 serves as an indispensable
resource for organizations striving to achieve and maintain compliance with
the internationally recognized quality management standard. This guide is
meticulously crafted to demystify the complexities of ISO 9001:2015 internal
audits, offering clear, concise, and actionable information. It covers the
fundamental principles, the audit process, auditor responsibilities, and the
critical elements of effective auditing within the framework of the latest
ISO 9001 revision. Whether you are a seasoned auditor looking for a quick
reference or new to the discipline, this pocket guide ensures you have the
essential knowledge at your fingertips. Understanding and implementing these
auditing practices are vital for continuous improvement, customer
satisfaction, and operational excellence. This article delves into the core
components of an effective internal auditing program, as outlined by ISO
9001:2015, providing a comprehensive overview of what organizations need to
know.
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Understanding the Purpose and Scope of Internal
Audits

Internal audits are a cornerstone of any effective Quality Management System
(QMS) operating under ISO 9001:2015. The primary purpose is to provide
management with objective assurance that the QMS is effective, compliant with
its own documented procedures, and meeting the requirements of the ISO
9001:2015 standard itself. Beyond mere compliance, internal audits are
designed to identify opportunities for improvement, pinpoint areas of
inefficiency, and ensure that processes are performing as intended. This
proactive approach helps organizations prevent issues before they escalate,
leading to enhanced operational performance and greater customer confidence.
The scope of an internal audit can vary significantly, encompassing all
aspects of the QMS or focusing on specific processes, departments, or clauses
of the standard.

The scope definition is crucial for ensuring that audits are targeted,
efficient, and cover the most critical areas of the organization's quality
management system. It should be determined based on risk assessment, previous
audit results, and the organization's strategic objectives. A well-defined
scope prevents the audit from becoming too broad and unmanageable or too
narrow and missing significant opportunities for improvement. It ensures that
the auditors have a clear understanding of what they are expected to
evaluate, allowing for effective planning and execution.

Key Principles of ISO 9001:2015 Auditing

The ISO 9001:2015 standard emphasizes several key principles that underpin
the effective execution of internal audits. These principles are not just
theoretical constructs but practical guidelines that enhance the value and
credibility of the audit process. Adhering to these principles ensures that
audits are conducted impartially, competently, and with a focus on adding
value to the organization.

Integrity and Objectivity
Auditors must conduct their work with integrity, fairness, and impartiality.
This means being truthful, unbiased, and free from conflicts of interest.
Objectivity ensures that audit findings are based on evidence and not
personal opinions or preconceived notions. Maintaining a professional
demeanor and exercising due diligence are paramount to building trust in the
audit process.



Evidence-Based Approach
Audit conclusions are derived from a systematic and evidence-based approach.
Auditors gather verifiable information through interviews, document reviews,
and observation of activities. This evidence is then analyzed to determine
whether the QMS conforms to specified requirements and is implemented
effectively. The reliance on factual evidence prevents subjective judgments
and strengthens the validity of the audit findings and recommendations.

Risk-Based Thinking
ISO 9001:2015 places significant emphasis on risk-based thinking. Internal
audits should reflect this by focusing on areas of higher risk to the
organization's ability to meet its quality objectives and customer
requirements. Auditors should consider potential nonconformities and their
impact, prioritizing audits and audit activities accordingly. This ensures
that resources are allocated effectively to address the most critical aspects
of the QMS.

Continual Improvement
The ultimate goal of an internal audit is to facilitate continual
improvement. Auditors are expected to not only identify nonconformities but
also to highlight opportunities for enhancing processes, products, and
services. The audit findings should provide valuable insights that drive
corrective actions and preventive measures, leading to ongoing enhancement of
the QMS and overall organizational performance.

The Internal Audit Process: A Step-by-Step
Approach

A structured approach to internal auditing ensures consistency, thoroughness,
and efficiency. The ISO 9001:2015 standard provides a framework for this
process, which can be broken down into several distinct stages. Each stage
plays a vital role in the successful completion of an audit and the
subsequent achievement of its objectives. Adhering to these steps ensures
that no critical element is overlooked.

Planning the Audit
This initial phase involves defining the scope, objectives, and criteria for
the audit. It also includes identifying the audit team, determining the audit
schedule, and preparing an audit plan that outlines the activities to be
performed. The plan should consider the results of previous audits and any



identified risks or opportunities for improvement. A comprehensive audit plan
is the roadmap for the entire audit engagement.

Conducting the Audit
This is the execution phase where auditors collect and verify information. It
involves opening meetings, gathering evidence through interviews,
observations, and document reviews, and analyzing the collected data. The
auditors assess whether the QMS conforms to the requirements of ISO 9001:2015
and the organization's own procedures.

Reporting the Findings
Once the audit is complete, the findings are compiled into an audit report.
This report typically includes identified nonconformities, observations, and
positive aspects. The report should be clear, concise, and objective,
providing sufficient detail for management to understand the status of the
QMS. An opening meeting is held to present the findings to relevant
stakeholders.

Follow-up and Corrective Actions
The final stage involves the follow-up of identified nonconformities. The
audited department or process owner is responsible for developing and
implementing corrective actions. The audit team, or designated personnel,
then verifies the effectiveness of these corrective actions. This closure
loop ensures that identified issues are addressed and prevented from
recurring, contributing to the continual improvement of the QMS.

Roles and Responsibilities of an Internal
Auditor

The effectiveness of an internal audit is heavily dependent on the competence
and conduct of the internal auditor. ISO 9001:2015 outlines specific
expectations for auditors, ensuring they possess the necessary skills and
adhere to ethical principles. Understanding these roles and responsibilities
is critical for both auditors and those being audited.

Competence and Qualifications
Internal auditors must possess the necessary knowledge, skills, and
experience to perform their duties effectively. This often includes
understanding the ISO 9001:2015 standard, relevant industry practices, and



the specific processes being audited. Training and certification in auditing
techniques can significantly enhance an auditor's competence. They should
also possess strong communication, analytical, and problem-solving skills.

Independence and Objectivity
A crucial aspect of an auditor’s role is to maintain independence and
objectivity. Auditors should not audit their own work or departments where
they have direct responsibility. This ensures that the audit findings are
unbiased and credible. Maintaining professional skepticism is also important,
meaning they should not accept information at face value without
verification.

Conducting the Audit
The auditor is responsible for planning and executing the audit according to
the established audit plan. This involves gathering evidence, interviewing
personnel, reviewing documentation, and objectively evaluating the conformity
of the QMS. They must act professionally and ethically throughout the audit
process, respecting the confidentiality of information.

Reporting and Communication
Accurate and timely reporting of audit findings is a key responsibility.
Auditors must communicate their findings clearly to the auditee and relevant
management. They should present a balanced view, highlighting both
nonconformities and areas of good practice. Effective communication fosters
understanding and facilitates the implementation of corrective actions.

Planning and Conducting the Internal Audit

Effective planning is the bedrock of a successful internal audit. A well-
structured audit plan ensures that the audit is focused, efficient, and
covers all necessary areas. Once the plan is in place, the actual conduct of
the audit requires skill, diligence, and adherence to established procedures.

Developing the Audit Program
An organization typically establishes an audit program that outlines the
schedule and scope of internal audits over a period, usually a year. This
program is developed based on the results of previous audits, the importance
of processes, risk assessments, and the need to audit all clauses of ISO
9001:2015 over a defined cycle. The program provides a strategic overview of



the audit activities.

Creating the Audit Plan
For each specific audit, an audit plan is developed. This plan details the
audit objectives, scope, criteria, schedule, audit team members, and the
specific activities to be performed. It also outlines the resources required
and communication protocols. The audit plan serves as a detailed guide for
the auditors conducting the audit.

Gathering Audit Evidence
During the audit execution, auditors gather evidence through various methods.
This includes:

Reviewing documented information such as procedures, records, and work
instructions.

Observing processes and activities in operation.

Interviewing personnel at different levels of the organization.

Analyzing data and performance metrics.

The gathered evidence must be factual, verifiable, and relevant to the audit
criteria.

Evaluating Audit Findings
Once evidence is gathered, auditors evaluate it against the defined audit
criteria (ISO 9001:2015 requirements, organizational procedures, etc.). This
evaluation leads to the identification of conformity, nonconformity, or
opportunities for improvement. Auditors must be objective and impartial in
their evaluation, ensuring that conclusions are supported by evidence.

Reporting and Follow-up of Audit Findings

The value of an internal audit is fully realized only when the findings are
effectively communicated and acted upon. The reporting and follow-up stages
are critical for ensuring that the audit contributes to tangible improvements
within the organization.



The Audit Report
The audit report is a formal document that summarizes the audit findings. It
should be clear, concise, accurate, and objective. Key components of an audit
report typically include:

Audit objectives and scope.

Audit criteria.

The audit team.

The period covered by the audit.

Identified nonconformities, detailing the nature of the nonconformity,
the clause of the standard or procedure not met, and the evidence
supporting the finding.

Observations and opportunities for improvement.

Areas of good practice.

The report is usually presented at an opening meeting with relevant
stakeholders.

Corrective Action Process
When nonconformities are identified, the auditee is responsible for
initiating a corrective action process. This involves investigating the root
cause of the nonconformity, determining appropriate actions to eliminate the
cause, and implementing these actions. The organization's QMS should have a
defined procedure for managing nonconformities and corrective actions, often
documented in its quality manual or relevant procedures.

Verification of Corrective Actions
Following the implementation of corrective actions, a follow-up activity is
conducted by the internal audit team or designated personnel. This
verification process ensures that the corrective actions taken have been
effective in addressing the root cause of the nonconformity and have not
introduced new issues. The effectiveness verification is crucial for closing
out audit findings and confirming that the QMS has been improved.

Leveraging Internal Audits for Continual



Improvement

Internal audits are far more than a compliance exercise; they are a powerful
tool for driving continual improvement within an organization. When conducted
effectively, they provide insights that can optimize processes, enhance
efficiency, and ultimately lead to greater customer satisfaction and business
success. The ISO 9001:2015 standard emphasizes a proactive approach to
improvement, and internal audits are a key mechanism for achieving this.

By consistently identifying opportunities for improvement, auditors help
organizations to refine their operational processes. This could involve
streamlining workflows, reducing waste, or enhancing product quality. The
feedback loop established through the audit process ensures that issues are
addressed promptly and that lessons learned are integrated into future
operations. Furthermore, regular audits help to reinforce a culture of
quality and accountability throughout the organization.

The risk-based approach inherent in ISO 9001:2015 means that audits can also
be instrumental in proactively identifying and mitigating potential risks. By
understanding where vulnerabilities lie, organizations can take steps to
prevent problems before they arise, thereby safeguarding their operations and
reputation. This forward-looking perspective is essential for long-term
sustainability and growth in today's competitive landscape.

Common Challenges in ISO 9001:2015 Internal
Auditing

While internal audits are vital, organizations often encounter challenges in
their execution. Recognizing these potential pitfalls can help in developing
strategies to overcome them and ensure that audits are consistently valuable.

Resistance to Audits
One of the most common challenges is resistance from the auditee. This can
stem from a perception of audits as a punitive measure rather than an
improvement tool. Lack of understanding about the audit process and its
benefits can exacerbate this issue. Building trust and fostering a
collaborative approach can help mitigate this resistance.

Lack of Auditor Competence
If auditors lack the necessary training, knowledge, or experience, the audit
may be superficial, miss critical issues, or lead to inaccurate findings.



Ensuring auditors are adequately qualified and continuously developed is
essential. This includes understanding not only the ISO 9001:2015 standard
but also the specific processes they are auditing.

Insufficient Time and Resources
Organizations may face challenges with allocating sufficient time and
resources for internal audits. This can lead to rushed audits, incomplete
data gathering, and a failure to follow up effectively on corrective actions.
Proper planning and commitment from top management are crucial to ensure
adequate resources are available.

Inadequate Scope Definition
A poorly defined audit scope can result in an audit that is too broad to be
effective or too narrow to capture significant issues. It is essential to
clearly define the objectives, scope, and criteria for each audit, often
guided by a risk-based approach and previous audit outcomes.

Resources and Tools for Internal Auditors

To facilitate effective internal auditing, various resources and tools are
available to support auditors. Leveraging these can significantly enhance the
efficiency and effectiveness of the audit process, ensuring compliance with
ISO 9001:2015 requirements and driving organizational improvement.

ISO 9001:2015 Standard Itself
The most fundamental resource is the ISO 9001:2015 standard document.
Auditors must thoroughly understand its clauses, requirements, and the
underlying principles of quality management. This forms the basis for
determining conformity.

Audit Checklists and Templates
Well-designed audit checklists and templates can guide auditors through the
audit process, ensuring that all relevant areas are covered. These tools help
in systematically gathering evidence and documenting findings. Many
organizations develop their own customized templates based on their QMS
structure and specific risks.



Training and Professional Development
Investing in auditor training is crucial. Courses on ISO 9001:2015 auditing,
risk-based thinking, and effective communication equip auditors with the
necessary skills. Professional development ensures that auditors stay up-to-
date with best practices and standard revisions. Resources such as online
courses, workshops, and professional bodies can provide valuable training.

Quality Management Software
Modern quality management software (QMS software) can streamline various
aspects of the internal audit process. These tools often include modules for
audit planning, scheduling, evidence collection, nonconformity management,
and corrective action tracking. The use of such software can improve
efficiency, enhance data management, and provide better visibility into audit
activities and their outcomes.

FAQ

Q: What is the primary purpose of an internal audit
according to ISO 9001:2015?
A: The primary purpose is to provide information on whether the quality
management system conforms to the organization's own requirements for its
quality management system and to the requirements of ISO 9001:2015, and
whether it is effectively implemented and maintained. It also serves to
identify opportunities for improvement.

Q: How does "risk-based thinking" apply to internal
auditing under ISO 9001:2015?
A: Risk-based thinking requires auditors to focus their efforts on areas of
the QMS that pose the greatest risk to the organization's ability to achieve
its quality objectives and meet customer requirements. This helps prioritize
audit activities and allocate resources effectively.

Q: Who is responsible for conducting internal
audits?
A: Internal audits are conducted by personnel of the organization, typically
internal auditors who are competent and objective. They should not audit
their own work.



Q: What are the key components of an internal audit
plan?
A: An internal audit plan typically includes the audit objectives, scope,
criteria, audit team members, schedule of audit activities, and the resources
needed. It serves as a roadmap for the audit.

Q: What is a nonconformity in the context of an ISO
9001:2015 internal audit?
A: A nonconformity is the non-fulfilment of a requirement. In an audit, it
signifies a deviation from the established requirements of the ISO 9001:2015
standard or the organization's own documented procedures.

Q: What should happen after an internal audit report
is issued?
A: Following the issuance of an audit report, the auditees are responsible
for taking action on identified nonconformities, typically through a
corrective action process to address the root cause. The audit team or
relevant personnel then verify the effectiveness of these actions.

Q: How often should internal audits be conducted
according to ISO 9001:2015?
A: ISO 9001:2015 requires organizations to conduct internal audits at planned
intervals to ensure the QMS conforms to requirements. The frequency and
extent of these audits are determined by the organization based on the
results of previous audits, risks, and the importance of processes.

Q: Can an organization use external auditors for
internal audits?
A: While an organization's own competent personnel typically conduct internal
audits, they can use external resources to perform internal audits if they
ensure the auditors possess the necessary competence and objectivity and
operate independently from the functions they are auditing.

Q: What is the role of top management in the
internal audit process?
A: Top management is responsible for ensuring that the internal audit program
is established, implemented, and maintained. They must provide the necessary
resources, review audit results, and ensure that appropriate actions are



taken to address findings, thereby demonstrating their commitment to the QMS.

Q: How does an internal audit contribute to the
continual improvement of a QMS?
A: Internal audits identify nonconformities and opportunities for
improvement. By systematically addressing these findings and implementing
corrective actions, organizations can refine their processes, enhance
efficiency, and continuously improve the effectiveness of their quality
management system.
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