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Panel 4—Conformance Mechanisms

How can we utilize conformance mechanisms to enhance 
regulatory cooperation?
How can we meet the needs of consumers, regulators, and 
manufacturers to provide the best means of conformity 
assessment?
How is the world of risk assessment changing?
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Panel 4--Conformance Mechanisms

In today’s world, we are facing:
Global manufacturing
Complex supply chains
Growing consumer concerns over safety
New legislation and regulations

How can we maintain the confidence of the public while not 
interfering with a rapid response to market?
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Industry Preferred 
Conformity Assessment Model

Low Risk Products 

Intermediate
Risk Products

High
Risk 

Products

Supplier’s Declaration of Conformity
Voluntary 3rd Party Certification 

Post Market Surveillance
Recall Mechanism 
Penalty Mechanism 

Pre‐market Surveillance
Accepting Justified SDoC or 3rd Party 
Certification from Accredited CA 
Organizations with MRA options

Post Market Surveillance 

Pre‐market Surveillance
Requiring  

Mandatory 3rd Party Certification 
With MRA options

Product Classification
Pyramid 

Conformity Assessment 
Program 
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