
ISO 13485 Lead Auditor Training 

What is the ISO 13485 Standard? 

ISO 13485 is an international standard that specifies requirements for a quality management 

system for the design and development of medical devices. ISO 13485 Lead Auditor Training is a 

course that provides participants with the knowledge and skills necessary to perform internal 

audits of quality management systems according to ISO 13485. The course covers the 

requirements of ISO 13485, auditing principles and techniques, and how to apply them in 

practice.  

Importance  

The ISO 13485 Lead Auditor Training course is important because it enables organizations to 

effectively audit their quality management systems and ensure compliance with the 

requirements of ISO 13485. It also helps participants develop the skills necessary to identify and 

correct non-conformities, and improve the effectiveness of their organization's quality 

management system. 

Benefits  

 Increased efficiency and effectiveness when auditing medical devices. 

 Improved ability to identify and assess risks associated with medical devices. 

 Awareness of changes and updates to the standard ISO 13485. 

 Familiarity with the tools and techniques for effective internal audits. 

 Understanding of the principles of quality management systems. 

 Ability to communicate audit findings and recommendations effectively. 

 Enhanced ability to contribute to the improvement of medical device safety and quality. 

 Increased confidence in carrying out internal audits, and ability to provide valuable 

feedback that can help improve medical device safety and quality. 

Who Should Attend? 

The ISO 13485 Lead Auditor Course is designed for persons who are responsible for performing 

internal audits of quality management systems according to ISO 13485, or who want to gain a 

better understanding of how to do so. The course is also suitable for quality assurance 

personnel, engineers, and other professionals involved in the design and development of 

medical devices. 



Pre-requisites  

There are no mandatory pre-requisites for attending an ISO 13485 Lead Auditor course. 

However, it is recommended that participants have a basic understanding of quality 

management systems and the requirements of ISO 13485. 

How to Join a Training Program? 

There are several ways to join an ISO 13485 Lead Auditor course program. One way is to 

contact your local ISO training provider and inquire about the courses they offer. Another way 

is to search for a course online. There are many organizations that offer ISO 13485 Lead Auditor 

Training courses, both online and offline.  

Conclusion  

The ISO 13485 Lead Auditor Training Course provides participants with the knowledge and skills 

necessary to effectively audit a quality management system according to ISO 13485. The course 

is important for organizations that want to ensure compliance with the requirements of the 

standard, and it also helps participants develop the skills necessary to improve the 

effectiveness of their quality management system. 

Read More: iso 13485 schulung 

https://iasiso-europe.com/de/blog/iso-13485-schulung/

