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Overview 
These course materials are meant to train people to conduct internal quality audits within 
your organization, which are necessary to meet the internal audit requirements of the     
ISO 13485:2016 standard.   

The course is divided into two sections: 
1. The first section will familiarize the students with the ISO 13485:2016 requirements

for quality management system. 
• Allow 4 hours for this section.

2. The second section is devoted to the auditing process.  The students will go through
all the steps required for an audit, with hands on involvement in performing each
step by conducting a mock audit of a fictitious company.

• Allow 8 hours for this section.

We recommend that you print this guide as you’ll need the PowerPoint speaker notes to 
lead the class. This guide contains everything the instructor needs to lead the class.   

Notes: 
• It is assumed that the instructor has certified Lead Auditor credentials or equivalent

experience.  This is not meant as a self study course. 

• It is recommended that the first audit the student is involved with be under the
leadership of a lead auditor who has audit experience.





Each member country has representatives that make up a Technical 
Advisory Group (TAG). 
These groups draft the standard, then members comment and vote on 
the standard. 
The document then becomes and ISO standard.

These standards are not regulations. 

They are a method of getting a standard set of criteria for quality 
management systems. 
An outside agency, the registrar, will then audit to see if you have all the 
required elements in place. 

If you do, you will get ISO 13485 registration. This registration tells 
others all over the world that you have this quality system in place. 

As we go through the training, and cover the requirements you will see 
that these requirements are basically just good business practice.



 
 

© 2016 The13485Store.com 
                      

Is it a Requirement?  
 
The standard requires that: 
If the requirement is true, circle True and list the clause. 
If it is false, circle False and list the clause used. 

 
True 

 

 
False 

1. For the ISO 13485:2016 Quality management system 
(QMS), the role(s) undertaken by the organization under 
the applicable regulatory requirements must be 
documented.  

T 
Clause: 

F 
Clause: 

2. The Quality policy as defined by top management is 
required to be communicated, understood and applied 
within the company. 

T 
Clause: 

F  
Clause: 
 

3. Top management must define, document and 
communicate the responsibility & authority for the 
management system. 

T 
Clause: 

F  
Clause:  

4. Internal communication regarding quality matters 
must be established. 

T 
Clause: 

F 
Clause: 

5. It is not necessary to identify and control documented 
information from external origin. 

T 
Clause: 

F  
Clause: 

6. Management must review the QMS at least every 
quarter of the year. 

T          
Clause: 

F 
  Clause: 

7. The QMS must include documents and records 
determined to be necessary for an effective QMS. 

T 
Clause: 

F 
Clause: 

8. Persons performing tasks that may affect the 
performance and effectiveness of the QMS must be 
competent. 

T 
Clause: 

F 
Clause: 

9. Employee training must include the awareness of the 
relevance and importance of their activities and how 
they contribute to achieving quality objectives. 

T 
Clause:  

F  
Clause: 

10. The scope of the QMS including justification for any 
exclusion is not required to be documented.   

T  
Clause:  

F  
Clause: 

11. Medical device files for each device type or device 
family and containing relevant documents are not 
required to be established and maintained.  

T 
Clause: 

F 
Clause: 

12. Purchasing information requires a written agreement 
for a supplier to notify the company prior to 
implementing changes to purchased product.   

T 
Clause: 

F 
Clause: 

13. A risk based approach to the control of the QMS 
processes needs to be applied.  

T 
Clause: 

F 
Clause: 

14. Monitoring and measurement resources to provide 
evidence of conformity to requirements need to be 
determined and provided.   

T 
Clause: 

F  
Clause: 




