
ISO 13485 Lead Auditor Training 

About ISO 13485 Lead Auditor Training 

ISO 13485 Lead Auditor Training is a comprehensive program that provides participants with 

the skills and knowledge necessary to perform lead audits for medical device companies against 

ISO 13485. The course covers the requirements of ISO 13485, auditing principles, and 

techniques specific to medical device companies. Participants will learn how to plan and 

execute an audit, review documentation, and make recommendations for improvement. 

Importance 

The ISO 13485 standard is specific to the medical device industry, and a lead auditor must be 

familiar with its requirements in order to assess a company's compliance. A certified lead 

auditor can help your business identify and correct any deficiencies in its quality management 

system, which can help ensure regulatory compliance and protect your customers. Additionally, 

this Training can help you develop a better understanding of the medical device industry as a 

whole, and may give you an edge over your competitors. 

Benefits 

 It enhances the credibility of an organization’s management system audit program. 

 The training helps participants develop a thorough understanding of the requirements 

of ISO 13485 and how to apply them. 

 It enables participants to evaluate and improve an organization’s management system. 

 It helps participants to conduct more effective and efficient audits. 

 It provides an understanding of the risk-based thinking process associated with medical 

device quality management systems. 

 The training offers an understanding of the principles of process improvement and how 

to apply them. 

 It helps participants to understand the importance of continual improvement and how 

to implement it within an organization. 

Who Should Attend? 

This course is designed for quality managers, quality engineers, and anyone else responsible for 

the development and implementation of a medical device quality management system. It is 

also beneficial for personnel who conduct or are responsible for medical device audits. 

Pre-requisites 



There are no mandatory pre-requisites for attending an ISO 13485 lead auditor course, but 

participants should have a good understanding of quality management systems and auditing 

principles. Having prior work experience in the medical device field would be beneficial. 

How to Join a Training Program? 

There are a few different steps that you need to take in order to join an ISO 13485 lead auditor 

training program. First, you need to find a training provider that offers the program. You can do 

this by searching online or contacting your local standards organization. Once you have found a 

provider, you will need to enroll in the program and pay the associated fees.  

Conclusion 

If you are looking to improve your knowledge of medical device quality management systems, 

then ISO 13485 lead auditor training online is the perfect option for you. This course provides 

participants with the skills and knowledge necessary to perform lead audits against the 

standard and can help your business achieve and maintain compliance. Additionally, the 

training offers an understanding of the principles of process improvement and how to apply 

them within an organization.  

Read more: iso 13485 lead auditor certification online 

 

https://onlinecourse.eascertification.com/lead-auditor/iso-13485-training

