
Top 10 
Questions 
Asked During
an ISO 9001 Audit
And How You Should Answer Them



Q1: What is the scope of your organization's
quality management system (QMS)?

Start with a clear introduction.
Define covered products or services.
Mention relevant processes.
Specify locations.
Refer to applicable standards.
Highlight exclusions if any.
Summarize key objectives.
Mention documentation sources.
Be concise and clear.
Prepare to provide evidence.

The following points should be covered in your answer.
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Q2: Can you explain how you determine
and monitor customer requirements?

Customer Communication: Regularly engage with customers to understand their needs and expectations.
Contract Review: Review contracts and agreements to identify specific customer requirements.
Document Customer Requirements: Document customer requirements, including product specifications
and service expectations.
Internal Training: Ensure employees are aware of customer requirements and their role in meeting them.
Feedback Mechanisms: Establish feedback mechanisms, such as surveys and customer complaint systems.
Monitor Customer Satisfaction: Continuously monitor customer satisfaction and gather feedback.
Performance Metrics: Use key performance indicators (KPIs) to track and measure customer satisfaction and
requirements compliance.
Management Reviews: Discuss customer satisfaction and requirements during management review
meetings.
Continuous Improvement: Use customer feedback to drive improvements in products and services.
Communication of Changes: Communicate changes in customer requirements internally to ensure
compliance.

The following processes are best practices and ideally should be part of your answer. But if you do something
beyond this, do include that in your answer too.
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Risk Assessment: Regularly conduct risk assessments within the QMS.
SWOT Analysis: Perform SWOT (Strengths, Weaknesses, Opportunities, Threats) analysis.
External Factors: Monitor external factors like market changes and regulatory updates.
Internal Audits: Use internal audits to identify potential issues and opportunities.
Risk Register: Maintain a risk register to document identified risks and opportunities.
Risk Mitigation: Develop strategies to mitigate identified risks.
Opportunity Utilization: Develop plans to exploit opportunities.
Continuous Monitoring: Continuously monitor and update risk and opportunity assessments.
Management Review: Discuss risks and opportunities during management review meetings.
Documented Processes: Document risk and opportunity management processes and actions.

These bullet points outline the key steps and strategies most organizations use to identify, assess, and manage
risks and opportunities within QMS.
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Q3: How does your organization identify
and manage risks and opportunities related
to your QMS?



Q4: How are your processes documented,
and how do you ensure their effectiveness?

Documentation: Processes are documented with procedures, work instructions, and visual aids.
Version Control: Maintain up-to-date versions and ensure accessibility.
Review and Update: Regularly review and update processes as needed.
Training: Train employees on documented procedures.
Performance Metrics: Measure process effectiveness using KPIs.
Internal Audits: Conduct audits to assess compliance and identify areas for improvement.
Corrective Actions and Preventive Actions: Address issues through corrective and preventive actions.
Management Review: Discuss process effectiveness in management meetings.
Employee Feedback: Encourage employee input for process enhancements.
Continuous Improvement: Foster a culture of ongoing process improvement.

These bullet points outline the steps organizations take to document processes and ensure their ongoing
effectiveness within the Quality Management System (QMS). Your life will be a lot easier if your quality
management software covers all those points.
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Q5: How do you ensure that employees are
competent for their roles within the
organization?

Training and Development: Provide training and development opportunities.
Competency Assessment: Regularly assess and address employee skills.
Job Descriptions: Maintain clear job descriptions.
Feedback and Coaching: Offer feedback and coaching.
Certifications: Verify necessary certifications.
Cross-Training: Encourage versatile skills.
Mentoring: Facilitate mentoring.
Continuous Improvement: Emphasize ongoing development.
Documentation: Keep records of training.
Management Support: Ensure management backing.

These bullet points outline the key methods organizations use to ensure that employees are competent for their
roles within the organization.
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Q6: Can you describe your approach to
internal audits?

Audit Planning: Schedule audits, define objectives.
Audit Team: Choose competent auditors, assign leads.
Procedures: Follow documented audit procedures.
Criteria: Use ISO 9001 standards.
Preparation: Notify auditees, review documents.
On-Site Audit: Observe, interview, assess.
Findings and Reports: Document, recommend actions.
Corrective Actions: Ensure timely implementation.
Follow-Up Audits: Confirm corrective actions.
Continuous Improvement: Use findings for QMS enhancements.
Training: Keep auditors trained and competent.
Records: Maintain thorough audit records.

These bullet points outline the key elements of organizations’ approach to internal audits within Quality
Management System (QMS).
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Q7: What actions do you take to address
nonconformities and customer complaints?

Identification: Quickly identify issues.
Documentation: Document all details.
Root Cause Analysis: Investigate to find causes.
Corrective Actions: Develop and implement fixes.
Preventive Actions: Prevent recurrence.
Communication: Keep customers informed.
Verification: Confirm effectiveness.
Continuous Improvement: Learn and adapt.
Feedback Loop: Gather customer input.
Documentation/Reporting: Maintain records and reports.

These bullet points outline the actions organizations take to address nonconformities and customer complaints,
emphasizing a structured and proactive approach to resolution and prevention.
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Q8: How do you manage and control your
suppliers and external providers?

Supplier Selection: Set criteria, approve based on them.
Contracts: Establish clear agreements.
Performance: Monitor with KPIs, conduct audits.
Communication: Keep channels open.
Risk Management: Identify and mitigate risks.
Improvement: Encourage continuous enhancement.
Quality Assurance: Inspect and verify products.
Documentation: Keep accessible records.
Feedback Loop: Establish feedback mechanisms.
Conflict Resolution: Have a dispute resolution process.

These bullet points outline the key steps and strategies organizations employ to manage and control suppliers
and external providers effectively.
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Q9: How do you ensure the continual
improvement of your QMS?

Management Commitment: Engage top management.
Regular Audits: Conduct internal audits.
Objective Setting: Define improvement objectives.
Performance Metrics: Track KPIs.
Employee Involvement: Encourage staff input.
Training: Invest in employee development.
Customer Feedback: Use customer input.
Supplier Collaboration: Collaborate with suppliers.
Process Review: Optimize workflows.
Benchmarking: Compare to best practices.
Documentation: Document initiatives.
Management Review: Include in leadership discussions.
Problem Solving: Implement root cause analysis.
Feedback Loop: Capture insights for improvement.

These bullet points outline the strategies and practices organization employ to ensure the continual improvement
of Quality Management System (QMS).
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Q10: Can you provide evidence of
management commitment to the QMS?

Policy Statement: Present a documented Quality Policy signed by top management.
Resource Allocation: Show evidence of resources allocated to QMS implementation and maintenance.
Management Reviews: Provide records of regular management review meetings discussing QMS performance.
Communication: Demonstrate the communication of quality objectives and policies to employees.
Training: Provide evidence of management attending relevant QMS training or workshops.
Participation: Show involvement of top management in addressing nonconformities and improvement initiatives.
Support for Audits: Present instances of management support during internal and external audits.
Documented Commitment: Include any official memos, emails, or reports that showcase management's
commitment.
Continuous Improvement: Highlight management-driven improvement projects and initiatives.
Resource Availability: Show that resources, both financial and human, are available for QMS maintenance and
enhancements.
Customer Focus: Provide examples of management's involvement in customer-related activities or initiatives.
Evidence of Reviews: Include minutes or reports from management review meetings.
Initiatives Led by Management: Highlight projects or changes initiated and championed by top management in
line with QMS goals.

These bullet points offer various forms of evidence to demonstrate top management's commitment to the Quality
Management System (QMS).
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