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DAY 1

9:00 Benefits to you, welcome and introductions
Boundaries: Conflict of interest and expertise, course aims, learning objectives and course
structure
Overview of quality management systems
Overview of ISO 13485
ISO 13485 Clauses 0, 1, 2 and 3
Quality management system: Clause 4
Management responsibility: Clause 5
Resource management: Clause 6

17:00 Summary day 1

DAY 2

9:00 Welcome back and review of day 1
Product realization: Clause 7
Measurement, analysis and improvement: Clause 8
Liking it all together

17:00 Wrap up course

DAY 3

09:00

Welcome, benefits, delegate introductions and course aim

Boundaries: Conflict of interest and expertise

Learning objectives and course structure

Fundamentals of quality management: ISO 13485 and the relationship to ISO 9000 series of
standards and ISO 14971 (risk management)

Use of ISO 13485 in relation to compliance with worldwide regulatory requirements

Introduction to auditing: What is an audit?

The process approach and process auditing

Managing an audit programme

Audit activities

Auditor competence and responsibilities
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Plan an internal audit

Create work documents

Conducting an (informal) opening meeting

Collecting and verifying audit information

Audit techniques

Gathering and verifying information

Introduction of audit findings and nonconformities

Conducting an audit

17:00 Wrap up day 3
DAY 4
09:00 Review of day 3

Conducting the audit (Part 2)

Generate audit findings

Identify and define nonconformities

Prepare audit conclusions

Write an audit report

Closing meeting

Conduct audit follow-up

Course summary

17:00 End of course
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