
 
 

 

June 20, 2024 

 

Dear MTI members, 

I have worked with Kristin in the past, at Binax, and knew that she would be the ideal consultant to 
bring on board at Novocure when I was out on medical leave. Kristin’s responsibilities were the 
following: 

• review our design history file (DHF) for completeness and accuracy  

• guide and support remediation of any short comings in the DHF 

• review the risk management file for the device 

• guide and support remediation of any short comings in the risk management file 

• review the PMA application for FDA approval of the product 

• guide and support the remediation of any short comings in the PMA 

With Kristin’s guidance and help, we were able to get our device FDA approved earlier this year. 

 

Best regards, 

Rita Calnan 

Rita Calnan 
Global Quality Operations (Retired) 
Novocure, Inc. 
195 Commerce Way  
Portsmouth, NH 03801 

 

 

 

 

 


