iIso 13485 audit questions and answers

ISO 13485 audit questions and answers are essential for organizations seeking to
demonstrate their commitment to quality management in the medical device industry. ISO
13485:2016 is the international standard that outlines the requirements for a quality
management system (QMS) specific to medical devices. As companies prepare for an audit,
having a solid understanding of potential questions and their answers can significantly
enhance readiness and compliance. This article delves into common audit questions
categorized by various sections of the ISO 13485 standard, along with comprehensive
answers that provide clarity and guidance.

Understanding ISO 13485:2016

Before diving into audit questions, it is crucial to understand the primary focus of ISO
13485. The standard aims to ensure that organizations consistently meet customer and
regulatory requirements related to medical devices. It includes requirements for a robust
quality management system that is effective in controlling processes, improving product
quality, and ensuring customer satisfaction.

Common Audit Questions and Answers

In preparing for an 1ISO 13485 audit, organizations should familiarize themselves with
guestions that auditors commonly ask. Below are various categories of audit questions,
along with their answers.

1. Quality Management System (QMS)

Question 1: What is the scope of your QMS?

Answer: The scope of our Quality Management System encompasses the design,
development, production, and servicing of medical devices. It includes all related processes
that affect product quality and regulatory compliance. We regularly review and update the
scope to ensure it aligns with our business objectives and regulatory requirements.

Question 2: How do you ensure continuous improvement in your QMS?

Answer: Continuous improvement is achieved through regular management reviews,
internal audits, and corrective actions. We establish measurable quality objectives, monitor
performance against these objectives, and implement improvement initiatives based on
data analysis and feedback from stakeholders.



2. Document Control

Question 3: How do you manage document control?

Answer: We have a documented procedure for document control that includes methods for
creating, reviewing, approving, and revising documents. All documents are stored in a
centralized electronic document management system, ensuring that only the most current
versions are accessible to employees.

Question 4: How do you handle obsolete documents?

Answer: Obsolete documents are clearly marked as such and are removed from active use.
We maintain a record of obsolete documents for reference and compliance purposes,
ensuring that they are securely archived and retrievable if needed.

3. Risk Management

Question 5: How do you implement risk management in your processes?

Answer: Our risk management process follows ISO 14971 guidelines. We conduct risk
assessments during product development and lifecycle stages, identifying potential
hazards, evaluating risks, and implementing controls to mitigate these risks. Risk
management is an ongoing process, and we review it regularly to adapt to changes.

Question 6: Can you provide an example of a risk assessment that led to a significant
change in your processes?

Answer: In a recent assessment of our manufacturing process, we identified a risk
associated with contamination during assembly. As a result, we implemented additional
cleanliness protocols and invested in advanced filtration systems, significantly reducing the
likelihood of contamination.

4. Management Responsibility

Question 7: How does top management demonstrate its commitment to the QMS?

Answer: Top management demonstrates commitment by establishing a quality policy,
allocating resources for the QMS, and actively participating in management reviews. They
also ensure that quality objectives are aligned with the organization’s strategic direction
and are communicated throughout the organization.

Question 8: How often do you conduct management reviews?
Answer: We conduct management reviews at least annually, but more frequently if required

by changes in our business or regulatory environment. During these reviews, we assess the
effectiveness of the QMS, evaluate quality objectives, and identify opportunities for



improvement.

5. Internal Audits

Question 9: What is your process for conducting internal audits?

Answer: Our internal audit process involves planning audits based on a schedule that
considers the significance of processes and previous audit results. Auditors are trained and
independent from the areas they audit. After audits, we document findings, assign
corrective actions, and track their resolution.

Question 10: How do you ensure the effectiveness of corrective actions?

Answer: The effectiveness of corrective actions is verified through follow-up audits and
performance monitoring. We assess whether the actions taken address the root cause of
issues and prevent recurrence. Additionally, we analyze data trends to ensure sustained
improvements.

6. Training and Competence

Question 11: How do you ensure employee competence?

Answer: We assess employee competence through evaluations, training needs analysis,
and performance reviews. Employees receive training that is relevant to their roles, and we
maintain records of all training activities to ensure compliance with regulatory
requirements and internal policies.

Question 12: What is your process for onboarding new employees regarding quality
management?

Answer: Our onboarding process includes an initial orientation that covers our QMS, quality
policies, and relevant procedures. New employees also participate in role-specific training
and mentorship programs to ensure they understand their responsibilities related to quality
management.

7. Product Realization

Question 13: How do you ensure that products meet customer requirements?

Answer: We have established procedures for product realization that include defining
customer requirements, designing and developing products accordingly, and conducting
validation and verification activities. Feedback from customers is also collected and
analyzed to enhance product quality.

Question 14: Can you describe your process for handling nonconforming products?



Answer: We have a documented procedure for handling nonconforming products that
includes identification, evaluation, and disposition. Nonconforming products are segregated
to prevent unintended use, and we initiate corrective actions to address the root cause and
prevent recurrence.

8. Regulatory Compliance

Question 15: How do you ensure compliance with regulatory requirements?

Answer: Compliance is ensured through an integrated approach that involves regular
monitoring of regulations, training employees on applicable requirements, and conducting
internal audits to verify adherence. We also maintain comprehensive records to
demonstrate compliance during external audits.

Question 16: How often do you review regulatory changes?

Answer: We review regulatory changes at least quarterly, or more frequently as needed.
This process involves assigning responsibility to specific team members who monitor
regulatory bodies and industry updates to ensure our QMS remains compliant and up to
date.

Conclusion

Preparing for an ISO 13485 audit can be daunting, but understanding common ISO 13485
audit questions and answers can greatly enhance an organization’s readiness. By focusing
on critical areas such as quality management systems, document control, risk
management, and regulatory compliance, organizations can not only ensure compliance
but also foster a culture of continuous improvement. Regular training, effective internal
audits, and active management involvement are essential components that contribute to a
successful audit outcome. Implementing the best practices outlined in this article can lead
to better quality management and ultimately improve patient safety and satisfaction in the
medical device industry.

Frequently Asked Questions

What is the primary purpose of an I1ISO 13485 audit?

The primary purpose of an ISO 13485 audit is to assess a medical device manufacturer's
quality management system to ensure compliance with the ISO 13485 standard and
regulatory requirements for medical devices.

How often should I1SO 13485 audits be conducted?

ISO 13485 audits should typically be conducted annually, but the frequency may vary



based on the organization's size, complexity, and any changes in processes or regulations.

What are the key areas an 1SO 13485 audit focuses on?

An ISO 13485 audit focuses on key areas such as management responsibility, resource
management, product realization, measurement, analysis, and improvement processes.

What documentation is required for an ISO 13485
audit?

Required documentation for an ISO 13485 audit includes the quality manual, procedures,
work instructions, records of training, internal audit reports, and corrective action records.

What is the significance of corrective actions in an ISO
13485 audit?

Corrective actions are significant in an I1ISO 13485 audit as they demonstrate the
organization's commitment to continuous improvement and compliance by addressing non-
conformities and preventing recurrence.

What constitutes a non-conformance in an 1SO 13485
audit?
A non-conformance in an ISO 13485 audit is any failure to comply with the requirements of

the ISO 13485 standard, including procedural deviations, lack of documentation, or
ineffective processes.

How can organizations prepare for an ISO 13485 audit?

Organizations can prepare for an ISO 13485 audit by conducting internal audits, reviewing
documentation, ensuring employee training is up to date, and addressing any identified
weaknesses in their quality management system.

What role does top management play during an I1ISO
13485 audit?

Top management plays a crucial role during an ISO 13485 audit by demonstrating
leadership and commitment, providing resources for the quality management system, and
ensuring that quality objectives are aligned with the organization’s goals.

What are common findings during an 1SO 13485 audit?

Common findings during an ISO 13485 audit include inadequate documentation, insufficient
training records, lack of effective corrective actions, and non-compliance with established
procedures.



Can an organization appeal findings from an ISO 13485
audit?

Yes, an organization can appeal findings from an ISO 13485 audit by providing additional
evidence or corrective actions that address the auditor's concerns, typically following the
appeals process defined by the certification body.
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