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Molecular In Vitro Diagnostics Platform 



Regulations & Regulatory bodies: i.e. FDA 

Norms & standards: 
• ISO 13485 Quality Management System for the design and    

          manufacture of medical devices 

• ISO 14971 MDs - Application of Risk Management to Medical Devices 

• ISO 62304 Medical Device Software - Software life cycle processes 
 

• ISO 62366: Medical Devices –  Part 1:  

Application of usability engineering to medical devices 

 

 



What is Usability? 

 

 

 

 

 
USABILITY: characteristic of the USER INTERFACE that facilitates use 

and thereby establishes EFFECTIVENESS, EFFICIENCY and USER 

SATISFACTION in the intended USE ENVIRONMENT (after ISO 62366-2015)  

 



Elements of ISO 62366 
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Usability Program 

Development 

Verification 

Validation 

• Reviews & testing 

 
• Usability testing & survey 

 
• Observations & survey 



Development 

 

• Heuristic Analysis 

• Exploratory Testing 



Verification (1/2) 

• User analysis 

• Use cases 

• Primary operating 

    functions 

• Frequently used  

    functions 



Verification (2/2) 

• Test environment & test procedures 

• User selection & gathering 

• “User training” 

• Execution 

• Debrief 

• Results &  

  Reporting 

 

 



Validation 
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Results, Conclusion 
• Subjective vs. Objective 

• Expected results & Findings: 

– Verification 

– User Friendliness 

– Learnability 

– Error Prevention 

• Standards can be helpful, treat as heuristics 

• Proof required?   Practical solutions 
 

It’s so much FUN! 

 
 



 

Next journey…! 



Without a journey you will get nowhere! 

pdu@improveqs.nl  

Advise, Learn, Do. 
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