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What is a medical device ?



What is a Medical Device Class?

Engineering + Quality + Regulatory  + Clinical = f  𝑀𝑒𝑑𝑖𝑐𝑎𝑙 𝐷𝑒𝑣𝑖𝑐𝑒 𝐶𝑙𝑎𝑠𝑠



US Medical Device Market Authorization
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Europe Medical Device Directive
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Europe Medical Device Regulation
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Apple Watch 4 Is Now An FDA Class 2 
Medical Device: Detects Falls, Irregular 
Heart Rhythm

1 month FDA PMN

For the App !

CE : Not Yet !

Why ?

Subsystem

definiton issue ?



Engineering practices ( soft )

▪ With short product life cycle cycle, digital is one 
way to differentiate to create a unique experience.

▪ For medical device startup, they have no chance to 
raise funds without including IA in there pitch 
elevator

▪ Enginnering pratices are governed by standards :

IEC 62 304 Software developpement

ISO 13 485 Quality Management System

ISO 14 971 Risk Management



Engineering practices ( system view ) 

Document oriented for very large number of Medical Device Compagnies

Even for some software pure player …

Disconnected Processes … Change and Configuration challenges !



System Engineering

▪ The complexity of the Experience – versus 
solution – services – product – justifies the SE 
approach. MD shares the same challenges !

▪ However this regulated sector is controlled by 
Norms acting as market access gate. 

▪ Nowdays regulation slows dow innovation in 
europe … US FDA is unlocking, hoping incumbent
actors will be challenged or disrupted to reduce
healthcare cost .



Digital System Engineering

▪ Microsoft is dominating the SE tool market with 4 
best sellers : Excel, Word, Windows Server, and 
Outlook !        with Azure and Git becoming more 
and more popular …

▪ With a clear Cyber-Physical experience trend, the 
medical device sector needs also a reliable and 
secure digital system engineering framework .

▪ Automotive and Aerospace are driving the 
initiative.





ASME V&V 40 



Digital Evidence vs Clinical Evidence



Summary

▪ Regulatory Framework is evolving to address
patient safety

▪ Digital System Engineering can reduce the cost of 
experience development by leveraging in medical
device, technics and processes used in other
industries

▪ However, there are scientifics challenges as we
are probably one of the most complex system !


