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New Sharing Schemes 
 

Requirements for success: 
 

1. Provide a compelling value. 
2. Risks must be known and be 

manageable. 
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Regulators use conformity 
assessment systems, primarily 

product certification, to 
manage risks that impact 

public interest and insure that 
they remain below acceptable 

levels. 
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Public Interest Concerns: 
•Wireless systems coexist. 
•Non-interference with 
technological infrastructure 

•Hearing Aids 
•Medical Devices 
•Control Systems 
•Personal Electronics 

•Supports ongoing innovation 
•Allows unforeseen adaptations 
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Certification programs have a 
common path they follow. 
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Stage 1 – A check-box activity 

Stage 2  
Experience Based 

Stage 3  
Design Based 
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Bush v Gore 
was a 

low probability, high impact event 
 

So was the Fukushima meltdown  
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‘Black Swan’ events are often 
created by well known risks that 
combine in a rare event to create 

a dramatic impact. 
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 Approaches Risk Management 
 

 

• Nuclear and Aviation Industry 
 ISO 61508 – Functional Safety 
 

• FDA & Medical Devices 
 ISO 14971 – Risk Management for  
    Medical Devices 
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IEC 61508 Target Safety Values 
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Product certification alone is 
unlikely to manage the risks to 

acceptable levels. 
 

What is needed are 
complimentary process such an 
field monitoring and real time 

risk mitigation. 
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Questions? 

 
 
 

Contact Information 
 

Stephen Berger 
stephen.berger@ieee.org 
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