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Iso 9001 2015 Audit Checklist Clausewise
Qms Audit Questions

iso 9001 2015 audit checklist clausewise qms audit questions are essential tools for organizations aiming
to ensure compliance with the latest standards of quality management systems (QMS). These checklists serve
as comprehensive guides for auditors and internal teams to systematically evaluate whether an organization’s
processes align with ISO 9001:2015 requirements. By focusing on each clause individually, organizations can
identify gaps, implement improvements, and maintain certification integrity. This article provides an in-depth,
clause-by-clause set of audit questions, designed to facilitate an effective and thorough QMS audit process
aligned with ISO 9001:2015 standards.

Understanding the Structure of ISO 9001:2015

ISO 9001:2015 is structured into ten main clauses, with clauses 4 to 10 detailing the requirements for a quality
management system. The first three clauses are introductory and contextual, while clauses 4-10 are mandatory
for certification. A clausewise audit checklist helps auditors scrutinize each requirement systematically.

Clause 4: Context of the Organization

This clause emphasizes understanding the organization and its context to align the QMS effectively.

Audit Questions for Clause 4

Has the organization determined external and internal issues relevant to its purpose and strategic direction?1.
Are the interested parties and their relevant requirements identified and monitored?2.
Has the organization established the scope of its QMS considering its external and internal issues?3.
Are the processes needed for the QMS established, implemented, and maintained?4.
Is there evidence of a documented understanding of the organization’s context influencing the QMS?5.

Clause 5: Leadership

Leadership commitment is vital for a successful QMS.

Audit Questions for Clause 5

Is top management demonstrating leadership and commitment to the QMS?1.
Are quality policies and objectives established, communicated, and aligned with the organization’s strategic2.
direction?
Does leadership ensure integration of the QMS requirements into business processes?3.
Is there evidence of assigning roles, responsibilities, and authorities related to the QMS?4.



Clause 6: Planning

Proper planning ensures the QMS can achieve its intended outcomes.

Audit Questions for Clause 6

Has the organization addressed risks and opportunities that can affect conformity of products and services?1.
Are quality objectives established at relevant functions and levels?2.
Is there a plan to achieve quality objectives, including resources and responsibilities?3.
Are changes to the QMS planned and managed effectively?4.

Clause 7: Support

Support processes include resources, competence, awareness, communication, and documented information.

Audit Questions for Clause 7

Are resources sufficient and suitable to support the QMS?1.
Is personnel competence evaluated, maintained, and retained based on education, training, or experience?2.
Are employees aware of the relevance of their work to the QMS?3.
Is there effective internal and external communication regarding the QMS?4.
Are documented information required by the QMS and ISO 9001:2015 properly maintained?5.

Clause 8: Operation

This clause focuses on the core processes of product and service realization.

Audit Questions for Clause 8

Are customer requirements determined and reviewed before the order is accepted?1.
Is there a process for design and development, if applicable, including planning, inputs, controls, and2.
outputs?
Are controls implemented to ensure the availability of suitable resources for service provision and product3.
manufacturing?
Are production and service provision carried out under controlled conditions?4.
Is there a process for identifying, controlling, and verifying product and service conformity?5.
Are nonconforming outputs identified and controlled to prevent unintended use or delivery?6.

Clause 9: Performance Evaluation

Monitoring, measurement, analysis, and evaluation are crucial for continuous improvement.

Audit Questions for Clause 9

Are customer satisfaction and feedback monitored and analyzed?1.



© wildcard.lunchbox.io Iso 9001 2015 Audit Checklist Clausewise Qms Audit Questions 3

Are internal audits conducted at planned intervals to verify QMS conformity?2.
Is management review conducted regularly, with documented inputs and outputs?3.
Are process performance and product conformity measured and evaluated?4.

Clause 10: Improvement

Focuses on continual improvement of the QMS.

Audit Questions for Clause 10

Are nonconformities identified, documented, and addressed effectively?1.
Is there a process for analyzing data to identify opportunities for improvement?2.
Are corrective actions implemented and verified for effectiveness?3.
Does the organization pursue continual improvement initiatives proactively?4.

Additional Tips for Using the Audit Checklist Effectively

Customize questions based on your organization’s specific processes and context.1.
Ensure evidence is collected to support the answers—documents, records, observations, and interviews.2.
Use open-ended questions to facilitate detailed responses and insights.3.
Prioritize critical clauses that directly impact product quality and customer satisfaction.4.
Maintain an objective, non-confrontational approach during audits to encourage transparency.5.

Conclusion

An effective ISO 9001:2015 audit checklist clausewise QMS audit questions is instrumental in maintaining
compliance, identifying improvement opportunities, and fostering a culture of quality within an organization. By
systematically evaluating each clause, organizations can ensure that their processes are robust, aligned with
standards, and capable of delivering consistent quality to customers. Regular audits using these questions not
only support certification requirements but also promote continuous improvement and operational excellence in
the long term.

iso 9001 2015 audit checklist clausewise qms audit questions In today’s competitive global marketplace,
maintaining high-quality standards is not just a regulatory requirement but a strategic imperative for
organizations striving for excellence. One of the most recognized frameworks for quality management systems
(QMS) is ISO 9001:2015, which provides a robust foundation for organizations to enhance customer
satisfaction, streamline processes, and improve overall performance. To ensure compliance and continual
improvement, organizations often conduct internal or external audits based on the ISO 9001:2015 standard. A
critical part of this process is utilizing a comprehensive audit checklist that is aligned clause-wise with the
standard, featuring targeted questions designed to evaluate compliance, effectiveness, and areas for
improvement. This article delves into the intricacies of ISO 9001:2015 audit checklist clause-wise QMS audit
questions, providing a detailed guide for auditors, quality managers, and organizations seeking to conduct
thorough and effective audits. We will explore each clause of the standard, highlighting key audit questions that
can be used to assess compliance and drive continuous improvement.



Understanding the Structure of ISO 9001:2015

ISO 9001:2015 is structured into ten main clauses, with the first three clauses covering scope, normative
references, and terms, while clauses 4 through 10 specify the requirements for establishing, implementing,
maintaining, and continually improving a QMS. The clauses are designed to be adaptable across different
industries and organizational sizes, emphasizing risk-based thinking, leadership involvement, and process
approach. The clause-wise audit questions serve as a practical tool to verify whether an organization’s QMS
aligns with each requirement, fostering a systematic and comprehensive assessment.

Clause 4: Context of the Organization

Purpose: To ensure the organization understands its internal and external contexts, including interested parties
and their needs. Key Audit Questions: - Has the organization documented the internal and external issues
relevant to its purpose and strategic direction? - Are the needs and expectations of interested parties identified
and considered in the QMS? - How does the organization determine the scope of its QMS, and is it
documented? - Is there evidence that the organization maintains a process to monitor changes in external and
internal factors? Deep Dive: Auditors should verify whether the organization has conducted a thorough analysis
of external factors such as market trends, regulatory changes, and technological advancements. Similarly,
internal factors like organizational structure, culture, and resource capabilities should be evaluated. The scope
should be clearly defined and communicated, ensuring it encompasses all relevant activities and boundaries.

Clause 5: Leadership

Purpose: To assess top management’s commitment to the QMS, including establishing a quality policy and
ensuring integration into business processes. Key Audit Questions: - Does top management demonstrate
leadership and commitment to the QMS? - Is there a documented quality policy aligned with the organization’s
strategic direction? - How does leadership communicate the importance of effective quality management? - Are
roles, responsibilities, and authorities for quality clearly defined and assigned? - Is there evidence of
management review meetings focusing on QMS performance? Deep Dive: Leadership involvement is critical for
fostering a quality culture. Auditors should look for evidence such as leadership participation in audits, resource
allocation, and strategic planning that incorporates quality objectives. The presence of a documented quality
policy that is visible and understood across the organization is vital.

Clause 6: Planning

Purpose: To verify that the organization plans actions to address risks and opportunities, quality objectives, and
planning of changes. Key Audit Questions: - Has the organization established quality objectives at relevant
functions and levels? - Are the quality objectives measurable and consistent with the strategic direction? - How
does the organization identify and address risks and opportunities related to the QMS? - Is there a documented
plan to achieve these objectives? - Are changes to the QMS planned and managed effectively? Deep Dive:
Effective planning ensures proactive risk management. The audit should confirm that risk-based thinking is
embedded in processes, and that plans for achieving quality objectives are realistic and resource-supported.
The organization should demonstrate systematic evaluation and response to potential issues.
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Clause 7: Support

Purpose: To evaluate the resources, competence, awareness, communication, and documented information
supporting the QMS. Key Audit Questions: - Are resources, including infrastructure and environment, adequate
for the QMS? - Does the organization determine and provide necessary competence for personnel performing
work affecting product quality? - Are employees aware of how their roles contribute to the QMS and customer
satisfaction? - How is internal and external communication managed within the organization? - Is documented
information properly controlled, maintained, and accessible? Deep Dive: Auditors should verify training records,
competence assessments, and communication channels. Proper document control ensures that only current,
approved information is used, reducing risks of errors or non-compliance.

Clause 8: Operation

Purpose: To examine the processes involved in product/service realization, including customer requirements,
design, production, and delivery. Key Audit Questions: - Are customer requirements clearly defined, reviewed,
and communicated? - How does the organization plan and control operational processes? - Is there a process
for design and development, if applicable, and is it effectively managed? - Are production and service provision
controlled to ensure conformity? - How are non-conformities identified and handled? Deep Dive: Auditors should
scrutinize process controls, validation activities, and the effectiveness of corrective actions for non-conformities.
The focus is on whether processes are standardized, monitored, and capable of delivering consistent quality.

Clause 9: Performance Evaluation

Purpose: To assess how the organization monitors, measures, analyzes, and evaluates the effectiveness of the
QMS. Key Audit Questions: - Does the organization conduct internal audits at planned intervals? - Are customer
satisfaction and feedback systematically collected and analyzed? - How is the performance of processes and the
QMS evaluated? - Are management review meetings held regularly, and do they address relevant inputs and
outputs? Deep Dive: Evidence of performance data analysis, trend monitoring, and the use of results to drive
improvements is essential. The audit should confirm that data-driven decisions are integral to the QMS.

Clause 10: Improvement

Purpose: To verify that the organization continually improves the QMS and reacts effectively to non-conformities.
Key Audit Questions: - How does the organization identify opportunities for improvement? - Are corrective and
preventive actions taken to address non-conformities? - Is there a process for implementing continual
improvement initiatives? - How does the organization evaluate the effectiveness of improvement actions? Deep
Dive: Auditors should look for documented evidence of root cause analysis, corrective action plans, and their
follow-up. The organization’s commitment to learning from mistakes and enhancing processes is vital for
sustained excellence.

Conclusion: The Value of a Clausewise QMS Audit Checklist

Using a clausewise audit checklist for ISO 9001:2015 provides a structured, comprehensive approach to
evaluating an organization’s adherence to the standard. It helps auditors systematically verify compliance,
identify gaps, and recommend improvements. When tailored effectively, these questions facilitate a deep



understanding of the organization’s quality management maturity, foster a culture of continual improvement, and
ultimately support the organization’s strategic goals. In an era where quality is a differentiator, leveraging
detailed, clause-specific audit questions ensures that organizations not only maintain compliance but also embed
quality into their core operations—paving the way for long-term success and customer satisfaction.

Questions & Answers About iso 9001 2015 audit checklist
clausewise qms audit questions

No Question Answer

1 What is the purpose of the ISO
9001:2015 audit checklist
clausewise QMS audit questions?

The purpose is to systematically evaluate an organization's
compliance with each clause of the ISO 9001:2015 standard,
ensuring the effectiveness of the Quality Management System
and identifying areas for improvement.

2 How should I prepare an ISO
9001:2015 audit checklist based on
clauses?

You should review each clause of the standard, extract key
requirements, and formulate specific, measurable questions that
assess compliance, implementation, and effectiveness related to
each clause.

3 What are some key clauses in ISO
9001:2015 that should be included in
an audit checklist?

Important clauses include Context of the Organization (4),
Leadership (5), Planning (6), Support (7), Operation (8),
Performance Evaluation (9), and Improvement (10).

4 How can clausewise audit questions
help in identifying non-conformities?

Clausewise questions focus on specific requirements, making it
easier to pinpoint exactly where the QMS may not meet
standards, thus facilitating targeted corrective actions.

5 Are there any recommended best
practices for creating an ISO
9001:2015 audit checklist?

Yes, best practices include involving process owners, ensuring
questions are clear and objective, covering all clauses
comprehensively, and updating the checklist regularly based on
changes in the organization or standard.

6 Can clausewise QMS audit
questions be tailored for different
industries?

Absolutely, questions should be customized to reflect industry-
specific processes, risks, and compliance requirements while still
aligning with the core ISO 9001:2015 clauses.

7 How frequently should an ISO
9001:2015 audit checklist be
reviewed and updated?

It should be reviewed and updated at least annually or whenever
there are significant changes in the organization, processes, or
updates to the ISO 9001 standard to ensure ongoing relevance
and effectiveness.

ISO 9001, 2015, audit checklist, clausewise, QMS, quality management system, audit questions, clause
analysis, compliance audit, certification, process audit
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