
 

 

Tuesday, Dec. 1, 2020 
 

10:00 AM Overview of standards 
 10:00 AM – 12:30 PM EST 

 
 The risk management file 
 10:00 AM – 12:30 PM EST 

 
 The risk management plan 
 10:00 AM – 12:30 PM EST  
    

   
12:30 PM Break 
 12:30 PM - 1:30 PM EST  
 
 

1:30 PM Defining acceptable risk – the risk matrix 
1:30 PM - 2:45 PM EST 

 
Risk analysis 
1:30 PM - 2:45 PM EST 

 
Risk evaluations 
1:30 PM - 2:45 PM EST 

 
Risk control 

 1:30 PM - 2:45 PM EST 
 

  

2:45 PM Break 
 2:45 PM - 3:00 PM EST  

 



    

   
3:00 PM Overall residual risk evaluation 

3:00 PM - 4:30 PM EST 

 
Risk management review 
3:00 PM - 4:30 PM EST 

 
Production and post production 
3:00 PM - 4:30 PM EST 

 
Linkage to the EU-MDR 

 3:00 PM - 4:30 PM EST 
 
 

  

 


