
iso 9001 2015 audit questions and answers
ISO 9001:2015 audit questions and answers are essential for organizations seeking to achieve or
maintain certification to this internationally recognized standard for Quality Management Systems
(QMS). The ISO 9001:2015 standard emphasizes continuous improvement, customer satisfaction, and
the involvement of top management. As organizations prepare for audits, understanding the types of
questions that may be asked can aid in ensuring compliance and readiness. This article will provide
an overview of common audit questions, their significance, and appropriate responses.

Understanding ISO 9001:2015

ISO 9001:2015 is the latest version of the ISO 9001 standard, which outlines the criteria for a quality
management system. It is based on several quality management principles including a strong
customer focus, the involvement of top management, a process approach, and continual
improvement. Organizations that adopt this standard can enhance their operational efficiency and
customer satisfaction.

Importance of Audits in ISO 9001:2015

Audits play a critical role in ensuring that organizations comply with the ISO 9001:2015 standard.
They help identify areas for improvement, ensure that processes are followed, and verify that the
organization is meeting customer and regulatory requirements.

Types of Audits

1. Internal Audits: Conducted by internal staff or teams to assess the effectiveness of the QMS and
identify areas for improvement.
2. External Audits: Performed by external auditors or certification bodies to evaluate compliance with
ISO 9001:2015.
3. Supplier Audits: Focus on assessing the quality management systems of suppliers to ensure they
meet the organization's standards.

Common ISO 9001:2015 Audit Questions

During an ISO 9001:2015 audit, auditors may ask a variety of questions to assess the organization's
compliance with the standard. Below are some common categories of questions along with examples.

Context of the Organization



- What are the external and internal issues that are relevant to the QMS?
- Organizations should identify factors such as market conditions, regulatory requirements, and
stakeholder expectations.

- How do you determine the needs and expectations of interested parties?
- Documentation of stakeholder analysis and feedback mechanisms can demonstrate understanding.

Leadership

- How does top management demonstrate leadership and commitment to the QMS?
- Evidence may include management reviews, resource allocation, and communication of the quality
policy.

- What quality objectives have been established, and how are they communicated?
- Review documentation that outlines measurable objectives and their dissemination throughout the
organization.

Planning

- How do you address risks and opportunities within the QMS?
- Organizations should have a risk management process in place, including risk assessments and
mitigation plans.

- What actions are taken to achieve quality objectives?
- Documentation should include action plans, timelines, and responsible parties for each objective.

Support

- How do you ensure that the necessary resources are available for the QMS?
- Discuss resource allocation, training programs, and infrastructure maintenance.

- What processes are in place for employee training and awareness regarding the QMS?
- Review training records, induction programs, and ongoing development initiatives.

Operation

- Can you describe how you plan and control the processes needed for product/service delivery?
- Organizations should outline process mapping, standard operating procedures, and quality control
measures.

- How do you manage non-conforming products/services?
- There should be documented procedures for handling non-conformance, including corrective actions
and root cause analysis.



Performance Evaluation

- What methods do you use to monitor and measure the effectiveness of the QMS?
- Discuss key performance indicators (KPIs), audits, and customer feedback mechanisms.

- How are management reviews conducted and what are the inputs and outputs?
- Review records of management meetings, including agendas, decisions made, and follow-up actions.

Improvement

- What processes are in place for continual improvement of the QMS?
- Organizations should have a documented approach to capturing improvement opportunities,
including employee suggestions and audit findings.

- Can you provide examples of actions taken to address customer complaints?
- Evidence of complaint handling procedures, resolution timelines, and follow-up actions should be
presented.

Preparing for an ISO 9001:2015 Audit

Preparation for an ISO 9001:2015 audit is crucial for success. Here are some steps organizations can
take to ensure they are ready:

Conduct a Pre-Audit

- Organize a pre-audit review to identify gaps in compliance.
- Use internal auditors to assess the QMS and provide feedback.

Documentation Review

- Ensure that all documentation is up-to-date and accessible.
- Verify that records related to quality objectives, training, and audits are complete.

Employee Training and Awareness

- Train employees on the QMS and their roles in maintaining quality.
- Conduct mock audits to familiarize staff with the audit process.



Management Commitment

- Ensure that top management is involved and demonstrates commitment to the QMS.
- Engage management in discussions about audit findings and improvement initiatives.

Responding to Audit Findings

After an audit, organizations may receive findings that require attention. Here’s how to effectively
respond:

Understanding Audit Findings

- Review the findings carefully and categorize them into major and minor non-conformities.
- Discuss findings with the audit team to clarify any misunderstandings.

Developing Corrective Actions

- Establish a corrective action plan that addresses each finding.
- Assign responsibilities and set deadlines for implementing corrective actions.

Monitoring Implementation

- Track the progress of corrective actions and ensure they are completed.
- Verify that actions taken have resolved the issues identified.

Follow-Up Audit

- Schedule a follow-up audit to confirm that corrective actions have been effective.
- Document the results and communicate improvements to all stakeholders.

Conclusion

ISO 9001:2015 audit questions and answers are fundamental for organizations aiming for certification
or maintaining compliance. By preparing for common questions and understanding the underlying
principles of the standard, organizations can not only pass audits but also foster a culture of quality
and continuous improvement. Through effective management of the QMS, organizations can enhance
customer satisfaction and operational efficiency, ultimately contributing to their long-term success.



Frequently Asked Questions

What is the purpose of an ISO 9001:2015 audit?
The purpose of an ISO 9001:2015 audit is to assess the effectiveness of an organization's quality
management system (QMS) and ensure compliance with the ISO 9001:2015 standard.

What are the key areas auditors focus on during an ISO
9001:2015 audit?
Auditors typically focus on key areas such as leadership commitment, customer focus, process
approach, risk management, and continuous improvement during an ISO 9001:2015 audit.

How often should an organization undergo an ISO 9001:2015
audit?
Organizations should undergo an ISO 9001:2015 audit at least annually, but more frequent audits
may be beneficial for continuous improvement and compliance.

What documents are typically reviewed during an ISO
9001:2015 audit?
Documents reviewed during an ISO 9001:2015 audit may include the quality policy, quality objectives,
process documentation, records of training, and previous audit reports.

What is the difference between an internal audit and an
external audit in ISO 9001:2015?
An internal audit is conducted by the organization's own staff to evaluate the QMS, while an external
audit is performed by an independent certification body to verify compliance with ISO 9001:2015.

What is the role of management in ISO 9001:2015 audits?
Management plays a critical role in ISO 9001:2015 audits by providing leadership, ensuring resources
are available, and promoting a culture of quality and continuous improvement.

What are common non-conformities found during ISO
9001:2015 audits?
Common non-conformities include lack of documented procedures, insufficient records of training,
failure to address customer feedback, and inadequate risk assessment processes.

How can organizations prepare for an ISO 9001:2015 audit?
Organizations can prepare for an ISO 9001:2015 audit by conducting internal audits, reviewing
documentation, training staff, and ensuring that all processes are aligned with the QMS.



What is a corrective action plan in the context of ISO
9001:2015 audits?
A corrective action plan is a documented process that outlines steps to address non-conformities
identified during an audit, including root cause analysis and measures to prevent recurrence.

What benefits does achieving ISO 9001:2015 certification
bring to an organization?
Achieving ISO 9001:2015 certification can enhance customer satisfaction, improve operational
efficiency, reduce costs, and increase market competitiveness through demonstrated commitment to
quality.
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