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 





• 
• 
• 
•  
• 
• 

 



• 
– 

• 

– 
– 
– 

• 
– 
– 
– 
– 

• 
• 








• 

– 


– 
– 





Software within Medical Devices
Up to 70% of budget on software related 
activities





Software in Medical Device 
production lines
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



Software manipulating Clinical data 

(Health Information Systems)



• 





• 



 









• 
• 

– 
– 


• 

– 
– 












• 
• 
• 

– 




– 

• 
• 

 








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



•  


• 
– 


–  

• 
– 
– 





• 

– 
– 
– 





• 
– 



• 
– 







• 


• 
• 

– 

• 


– 








• 
• 


• 



• 


• 












• 
– 


• 
– 


– 


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




• 

– 


– 









• 
• 


• 


• 
• 





• 
– 

 

• 







• 
• 


• 



• 













6 Governance Layer
Define governance
Apply governance

Establishes relevant person or 
persons in authority
Places them in control of the 
program
Ensure that other layers are set-
up & reviewed
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




• 
• 






5 Structure Layer
Audit Committee
Stakeholder analysis
Standards, Policies
Communications

Develop & maintain a suite of 
quality protocols 
QA program high profile 
Awareness of risks of non-
compliance
Escalation to management






• 
– 
– 

• 

• 
– 
– 
– 
– 





4 Topic Selection Layer
Define KPIs
Incident forms
Satisfaction surveys

QA program holistic
Audit committee choose relevant 
topics
Every topic reviewed regularly






• 
– 

• 





3 Quality Layer
Define structures, processes, 
desired outcomes

Ensure compliance through 
equipment, software, education
Efficient software processes
Reliable systems
Access to policies
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




• 
– 
– 
– 





2 Audit Layer
Engage stakeholders
Define objectives
Set standards

Define data
Define measurements
Define standards






• 
– 
– 

• 





1 Rapid Escalation Layer
3-tier audit process

Collect data
Measure against standards
Implement change
Re-audit






• 
• 

– 
– 

• 
• 




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




• 
• 
• 
• 
• 
• 






• 
– 
– 
– 
– 
– 


• 


 



• 

– 
–  


• 

–  


 

– 





• 
• 
• 




•    



• 


• 


•  
 






•  

 

• 
 

• 


• 
  
  

•  


• 





• 
• 
• 
•  
• 
• 
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







