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Course Title:  Introduction to CAPA for Medical Devices Training Course  

Course Duration:  1 day 

Pricing: € 345.00 per person 

Format:  Live - virtual.  

Queries: info@thelearningreservoir.com 

 

  
 Course Details 

 
 

Course 
Description 

 

If you are new to the medical device manufacturing industry it might be the first 
time you have heard of the acronym CAPA. CAPA stands for Corrective and 
Preventative Action. A CAPA process is one of the most important components 
of any medical device company’s Quality Management System (QMS). CAPA is 
a system/process of quality procedures required to eliminate the causes of an 
existing nonconformity and to prevent recurrence of the nonconformity. The 
objective of a CAPA process is to ensure that if a problem occurs, that it 
is investigated in such a way, that the corrective actions that are put in place will 
ensure that the problem will never occur again. 

 

In this course participants will learn about the fundamentals of a medical device 
CAPA process. This training will also help participants understand the CAPA 
requirements in 21 CFR 820 (FDA) and ISO 13485: 2016. 

 
 

Delivery 
Method 

 

Taught live by an expert tutor via Zoom. You can interact with other delegates 
and ask questions, just as you would in a traditional classroom. 

 
 

Instructor 
 

Dr. Fiona Masterson 

With over 25 years’ experience in quality management, operations management, 
and higher education, Fiona combines technical expertise with highly engaging 
training.  She has worked in fast-paced manufacturing environments including 
medical device companies, and lectures part-time in universities. 

She is a lead quality auditor and managed the CAPA programme of a leading 
medical device company. 

She has Bachelor and Master of Science degrees, and a Doctorate in 
Mechanical Engineering. Fiona has published in peer reviewed journals on 
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topics such as medical device and pharmaceutical regulatory affairs, on-the job 
training and innovative training technologies and strategies. 

 
 

Standards/ 
Regulations 
Discussed in 

Course  

(i) ISO 13485: 2016 Medical devices — Quality management systems — 
Requirements for regulatory purposes 

ISO 13485:2016 specifies requirements for a quality management system 
where an organization needs to demonstrate its ability to provide medical 
devices and related services that consistently meet customer and applicable 

regulatory requirements. A CAPA processes is an important part of the ISO 

13485:2016 Quality Management System. 

(ii) 21 CFR 820 – The Quality System Regulation 
   

21 CFR Part 820 is a set of regulations from FDA that outlines the current 
good manufacturing practice (CGMP) requirements that medical device 
manufacturers in the United States must follow with regards to their quality 
system. It requires that each manufacturer shall establish and maintain 
procedures for implementing corrective and preventive actions. 

 
Learning 

Objectives 
 

On completion of this training, participants will be able to: 

 Understand the ISO 13485 CAPA and 21 CFR 820 and requirements 
 Understand the steps in a CAPA process 
 Distinguish between correction and corrective action 
 Distinguish between corrective action and preventive action 
 Write a problem statement 
 Conduct thorough investigations into problems and determine their root 

cause(s) 
 Use the 5 Whys problem-solving technique 
 Use the fishbone diagram cause-and-effect technique 
 Implement corrective actions 
 Determine the effectiveness of corrective actions 
 Disseminate information about CAPAs to relevant personnel in the 

organisation 
 Learn the importance of the CAPA system to the organisation (internal 

and external audit) 
 Locate FDA warning letters that document CAPA non-conformances 

 
Who should 

take this 
course 

 

 Employees assigned to investigate problems and work on CAPAs 

 Individuals who are new to the medical device industry and require an 

introduction to CAPA 

 Companies who must remediate their CAPA processes due to 

regulatory findings (including warning letters) who wish to embed CAPA 

fundamentals in their teams. 

 Internal auditors 
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 Supplier auditors 

 Quality engineers 

 Managers wanting to learn how a CAPA process works 

 
 

Course 
Certificate 

 

 
A certificate of completion will be issued on successful course completion. 

 
Recommended 
Prior Learning 

 
None 
  

  
 Materials 

 
Each participant will receive course materials in the days prior to the course 
starting. Please ensure you have access to these on the day. 
 

 

 

 

 

 
Course Content Breakdown 

 
 

Part 1  
 
 Introduction to the 21 CFR 820 and ISO 13485 CAPA requirements 
 The importance of CAPA to a medical device company 
 CAPA Definitions  
 The steps in a CAPA process 
 How to write a problem statement  
 How to conduct a CAPA Investigation 
 Analyse the root cause: Fishbone, 5 Whys 
 Identifying Corrective actions and Preventive actions 
 Verification and closeout of CAPAs 

 
 

  
 Part 2 

 
 Documenting a CAPA report 
 Learn the importance of disseminating CAPA learnings to relevant 

individuals in your organisation 
 Learn how to disseminate CAPA learnings to relevant individuals in your 

organisation 
 Inspectors/auditors expectations for CAPA investigations 
 How to locate FDA warning letters related to CAPAs 
 Lessons learned from FDA 483s warning letters 
 How to defend your investigation 
 Tips and recommendations for success 

Participants will be given several interactive exercises throughout the day. 

 
 

 


