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Course Introduction

Internal Auditor Training for ISO 13485 Training Course is designed to empower professionals with the
knowledge, auditing skills, and practical insights required to conduct effective internal audits within the
medical devices sector. ISO 13485 is the globally recognized Quality Management System (QMS) standard
for medical devices, ensuring safety, compliance, and regulatory alignment. With increasing demand for
regulatory approvals and product quality in the healthcare industry, organizations require well-trained
auditors to meet international standards, minimize risks, and enhance continual improvement.

This course provides in-depth training on internal audit processes, auditing principles, risk-based thinking,
compliance verification, and performance monitoring to achieve consistent quality and regulatory success.
Through interactive sessions, real-world case studies, and practical auditing techniques, participants will
build confidence and competence to perform internal audits aligned with ISO 13485:2016 requirements.
This course is an excellent opportunity for professionals seeking to boost their career while enabling
organizations to achieve competitive advantage in the global medical device market.

Programme Curriculum

Internal Auditor Training for ISO 13485 Training Course
Introduction

Internal Auditor Training for ISO 13485 Training Course is designed to empower professionals with the
knowledge, auditing skills, and practical insights required to conduct effective internal audits within the medical
devices sector. ISO 13485 is the globally recognized Quality Management System (QMS) standard for medical
devices, ensuring safety, compliance, and regulatory alignment. With increasing demand for regulatory
approvals and product quality in the healthcare industry, organizations require well-trained auditors to meet



international standards, minimize risks, and enhance continual improvement.

This course provides in-depth training on internal audit processes, auditing principles, risk-based thinking,
compliance verification, and performance monitoring to achieve consistent quality and regulatory success.
Through interactive sessions, real-world case studies, and practical auditing techniques, participants will build
confidence and competence to perform internal audits aligned with ISO 13485:2016 requirements. This course
is an excellent opportunity for professionals seeking to boost their career while enabling organizations to
achieve competitive advantage in the global medical device market.

Course Objectives

Understand the structure and intent of ISO 13485:2016.

Interpret ISO 13485:2016 clauses and requirements effectively.

Apply risk-based auditing techniques in medical device QMS audits.
Develop internal audit checklists using trending compliance strategies.
Enhance auditing skills with modern auditing tools and technologies.
Conduct process-based audits to ensure regulatory alignment.
Identify nonconformities and opportunities for continual improvement.
Prepare clear, concise, and impactful audit reports.

Strengthen communication and questioning techniques during audits.
Implement corrective and preventive action verification.
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. Align audits with global medical device compliance requirements.
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. Improve organizational readiness for regulatory inspections.
. Gain confidence in planning, conducting, reporting, and following up audits.
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Organizational Benefits

e Strengthened compliance with ISO 13485 and regulatory requirements.
e Enhanced internal audit efficiency and effectiveness.

¢ Increased organizational confidence during external audits.

e Improved risk identification and management.

e Reduction in nonconformities and compliance failures.

e Better alignment with customer and regulatory expectations.

e Streamlined QMS processes for medical device manufacturing.

e Enhanced staff competency in quality auditing.

e Improved product quality and safety outcomes.

¢ Increased global market competitiveness.

Target Audiences

e Quality Assurance Managers

e Quality Control Professionals

Internal Auditors and Compliance Officers

Medical Device Manufacturing Staff

Quality Management Representatives

Regulatory Affairs Specialists

Process Owners and Supervisors

Professionals seeking career advancement in QMS auditing

Course Duration: 5 days



Course Modules
Module 1: Introduction to ISO 13485:2016

e Understanding ISO 13485 and its significance

Key requirements and structure of the standard

Medical device QMS principles

Regulatory context in the global market

Benefits of compliance with ISO 13485

Case study: Successful ISO 13485 implementation in a medical device company

Module 2: Internal Audit Fundamentals

Purpose and role of internal audits
Audit types and methodologies
ISO 19011 guidelines overview
Risk-based thinking in audits

Planning effective audits

Case study: Building an internal audit program for a startup medical device firm

Module 3: Audit Planning and Preparation

Audit scope and objectives definition

Developing an audit plan and schedule

Resource allocation for audits

Preparing audit checklists

Identifying key processes for auditing

Case study: Audit planning in a multinational medical device organization

Module 4: Conducting an Internal Audit

e Techniques for effective auditing

Interviewing and questioning skills

Gathering and validating evidence

Managing audit findings professionally

Time management during audits

Case study: Overcoming challenges during an on-site audit

Module 5: Reporting Audit Findings

e Structuring audit reports

Writing nonconformity statements

Reporting opportunities for improvement

¢ Communicating findings to management

Using digital tools for reporting

Case study: Developing an impactful audit report for senior management

Module 6: Corrective and Preventive Actions

e Root cause analysis methods
e Implementing corrective actions
e Preventive action strategies



e Tracking effectiveness of CAPA
¢ Closing audit findings successfully
e Case study: Corrective action implementation in a medical device facility

Module 7: Process-Based Auditing

e Understanding process approach in ISO 13485

Linking processes with risk management

Evaluating process performance indicators

Identifying process inefficiencies

Conducting process-focused interviews

e Case study: Applying process-based auditing in manufacturing processes

Module 8: Audit Follow-Up and Continual Improvement

Importance of audit follow-up

Tracking corrective action completion

Measuring audit effectiveness

Aligning audits with business goals

Driving continual improvement through audits

Case study: Using audits to enhance compliance culture

Training Methodology

¢ Instructor-led interactive sessions

Real-world case study discussions

Group exercises and role-plays

Practical workshops on auditing techniques
Mock audits and audit simulations

Q&A sessions and knowledge-sharing forums

Register as a group from 3 participants for a Discount

Send us an email: info@fineskilltrainingcenter.com or call +254769199797

Certification

Upon successful completion of this training, participants will be issued with a globally- recognized certificate.
Tailor-Made Course

We also offer tailor-made courses based on your needs.

Key Notes

a. The participant must be conversant with English.

b. Upon completion of training the participant will be issued with an Authorized Training Certificate

c. Course duration is flexible and the contents can be modified to fit any number of days.

d. The course fee includes facilitation training materials, 2 coffee breaks, buffet lunch and A Certificate upon
successful completion of Training.


mailto:info@fineskilltrainingcenter.com

e. One-year post-training support Consultation and Coaching provided after the course.

f. Payment should be done at least a week before commence of the training, to FINESKILL TRAINING
CENTER account, as indicated in the invoice so as to enable us prepare better for you.

Upcoming Scheduled Sessions

Start Date End Date Location Price

10 Aug 2026 14 Aug 2026 Online $1,100
17 Aug 2026 21 Aug 2026 Online $1,100
24 Aug 2026 28 Aug 2026 Online $1,100
31 Aug 2026 04 Sep 2026 Online $1,100
07 Sep 2026 11 Sep 2026 Online $1,100
14 Sep 2026 18 Sep 2026 Online $1,100
21 Sep 2026 25 Sep 2026 Online $1,100
28 Sep 2026 02 Oct 2026 Online $1,100

Ready to enroll or request a customized program? Book online or contact us:

Register Online Now

Email: info@fineskilltrainingcenter.com | Website: www.fineskilltrainingcenter.com


https://www.fineskilltrainingcenter.com/courses/internal-auditor-training-for-iso-13485-training-course

