
 
 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   

 
 

 
 

 
 

 

 
 

 
 

 
 

 

 
 

 
   

   
 



 

 

 
 

 
 

 

 

 

 

 

 

 

 

   

   

 
 

 
 

  

    
 

   

 

 
 

 

 

 

  

 

 

  

  

 

 

  

  

  

  

 

  

  

 

  

 

 

  

   
 



 

 

 

 

 

 

 

 

 

  

  

 

  

 

  

 

 

 

  

 

 

 

  

 

  

 

  

 

 

 

 

 

 

 

         

         

         

         

         

         

         

         

         

         

   
 



 

 

 

         

         

         

         

         

         

         

         

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   
 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

  

  

  

  

   
 



 

 

 

 

 

 

 

 

 

 

 

 

  

  

  

  

  

  

  

  

  

  

  

  

 

  

 

 

 

 

 

 

 

 

  

 

 

   
 



 

 

 

 

 

 

 

 

 

 
 

 

 
 

 
 

 

 
 
 

 

 
 
 

 

 

  
 
 

 
 

 
 

 
 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

 

 

 

 
 

 

 

 

 
 

 
 

 
 

 
 

   

 
 

 
 
 

 

 

 
 

 
 
 

 
 

 
 

 
 

 
 

         

 
 

 
 
 

 

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

         

   
 



 

 

 
 

 

 
 

 
 

 

 
 
 

 

 
 
 

 

 

  
 
 

 
 

 
 

 
 

 

 

 

 
 
 

 
 

 
 

 
 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

         

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 

         

   
 



 

 

 
 

 

 
 

 
 

 

 
 
 

 

 
 
 

 

 

  
 
 

 
 

 
 

 
 
 

 
 
 

 

 

 

 
 

 

 
 

 
 

 
 

 
 
 
 
 

 
 

 

 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 
 

 

 
 

 
 
 

 
 

 
 

 
 

 

 
 
 

 
       

 
 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 
 

 
       

   
 



 

 

 
 

 

 
 

 
 

 

 
 
 

 

 
 
 

 

 

  
 
 

 
 

 
 

 
 

 
           

 
 
 
 

 

 
 

 

 

 

 

 
 

 
 

 
 

 
 

 
 

 
 
 

 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 
 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

 
 
 

         

 
 

 
 

 
 

 

 
 

   
 



 

 

 

 
 

 
 

 
 

 

  

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   
 



 

   

 
 

     
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

     
 
 

 

 
 

 

 
 

     
 
 

 

 
 

 
 

     
 

 
 

 
 

 

 
 

     
 
 
 

 
 

 

 
 

     
 
 

 

 
 

 

 
 

     
 
 

 

 
 

 

 
 

     
 
 

 

 
 

 

 
 

     
 
 

 

 
 

 

 
 

     
 
 

 

 
 

 

   
 



 

   

 
 

     
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 
 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

     
 

 
 

 
 

 

 
 

     
 
 

 

 
 
 

 
 

     
 

 
 

 
 

 

 
 

     
 
 

 

 
 

 

 
 

     
 

 
 

 
 

 

 
 

     
 

 
 

 
 

 

 
 

     
 

 
 

 
 

 

 
 

     
 
 

 

 
 

 

 
 

     
 

 
 

 
 

 

   
 



 

 

   

 
 

     
 

 
 

 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   
 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

    

    

 
 

  
 

    

    

    

 

   
 



 

 

 
 

 

 

 

 

 

 

 
 

 
 

 
 

 
   
   

 
 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

   
 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 
  

 
 

 
 
 

 
 
 

 
 

 
 
 
  

 
 

 
  

    

    

 
 

 
  

    

    

 
 

 
  

    

    

 
 

 
  

    

    

 
 

 
  

    

    

 
 

 
  

    

    

 
 

 
  

    

    

 
 

 
  

    

    

 
 

 
  

    

    

 
 

 
  

    

    

   
 



 

 

 
 

 
  

 
 

 
 
 

 
 
 

 
 

 
 
 
  

 
 

 
 

  
 
 

   

 
 
 

 

 
 

 
    

    

 
 
 

 
  

    

    

    
    

    

 
 

 
 

  
 
 

   

 

 
 
 

 

  
 

 
   

 
 

 
  

 
 

   

 
 

 
 

 
 

    

 
 

 
 

 
 

    

 
 

 
 

 
 

    

    

 
 

 
 

 
 

    

    

 
 

 
 

 
 

    

    

 
 

 
 

 
 

    

    

 
 

 
 

 
 

    

    

 
 

 
 

 
 

    

    

   
 



 

 

 
 

 
  

 
 

 
 
 

 
 
 

 
 

 
 
 
  

 
 

 
 

 
 
 

    

    

 
 

 
 

 
 

    

    

 
 
 

 

 
 

 
 

    

    

 
 
 

 

 
 

 

 
 

    

    

   
 
 

    

    

 
 
 

 

 
 

 
 

    

    

 
 
 

 

 
 

 
 

    

    

 
 
 

 
 

 
 

    

    

 
 
 

 

 
 

 
 

    

    

   
 
 

    

    

 
 

 
 

 
 
 

    

    

 
 

 
 

 
 

    

    

 
 

 
 

 
 

    

    

 
 

 
 

 
 

    

    

      

   
 



 

 

 

 

 
 

 
  

 
 

 
 
 

 
 
 

 
 

 
 
 
  

 
 

 
     

 
 

 
 

 
 

    

    

 
 

 
 

 
 

    

    

 

 
 
 

 

 
 
 

    

    

 
 

 
 

 
 
 

    

    

 
 

 
 

 
 
 

    

    

 
 

 
 

 
 

    

    

 

 
 
 

 

   
 

   

 

 
 
 

 

   
 

   

 
 

 

 

 

 

 

 

 

 

   
 



 

 

 

 

 

 
 

 
 

 
 

 

 
 

 

 
 

 

 
 

 
 
 
 

 

 
 
 
 
 

 

 
 
 
 

 

 
 
 
 

 
 

 
 

 
     

 
 

 
 
 

 
 
 

     
 
 

 
 
 

 
 

 
     

 
 

 
 
 

 
 
 

     
 
 

 
 
 

 
 

 
     

 
 

 
 
 

 
 
 

     
 
 

 
 
 

 
 

 
 

     
 
 

 
 
 

 
 

 
 

     
 
 

 
 
 

 
 

     
 
 

 
 
 

 

 

 
 

 

 

 
 

 

 
 
 
 

 
 

 

 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 

 

 
 
 

     
 
 

 
 
 

 
 

 
     

 
 

 
 
 

 
 
 

     
 
 

 
 
 

 
 

 
     

 
 

 
 
 

 
 
 

     
 
 

 
 
 

   
 



 

 

 
 

 

 

 
 

 

 
 
 
 

 
 

 

 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 

 

 
 

 
     

 
 

 
 
 

 
 

 
     

 
 

 
 
 

 
 
 

     
 
 

 
 
 

     
 

 

 
 

 
 
 

 

 

 

 

 

 

 

 

 

 

  
 

 
 
 
 

 
 

 
 

 
 

 
 

 
  

   
 

 
 

 
 

     
 

   
 

 
 

 
 

     

   
 

 
 

 
 

     
 

 
   

 
 
 

 
 

     

 
   

 
  

 
     

   
 

 
 

 
 

     

   
 



 

 

  
 

 
 
 
 

 
 

 
 

 
 

 
 

 
  

   
 

 
 

 
 

     
 

 
   

 
 
 

 
 

     

 
   

 
 

 
 

 
     

 

 

 

 

 
 

 
 

 

 

 

 

 

 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 
 

 

 

 

   
 

 
 

 
 

     
 

 
   

 
 
 

 
 

     

 
   

 
 

 
 

 
     

 

   
 

 
 

 
 

     
 

   
 

 
 

 
 

     

   
 

 
 

 
 

     
 

 
   

 
 
 

 
 

     

 
   

 
  

 
     

   
 

 
 

 
 

     

   
 

 
 

 
 

     
 

 
   

 
 
 

 
 

     

   
 



 

 

  
 

 
 
 
 

 
 

 
 

 
 

 
 

 
  

 
   

 
 

 
 

 
     

 

   
 

 
 

 
 

     
 

   
 

 
 

 
 

     

 

 
 

 
 

 

 

 
 

 

 

 

 

 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 
 

 

 
   

 
 

 
 
 

     
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   
 



 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 
 

 
 

 

 

 
 

 
 

 

 

        
        

        
        

        
        

        
        

        
 

 

 

    

    
    
    

 

 

 

   
 



 

 

 

 

  

  

 

 

 

 

 

 

 

 
  

   

   

   

 
 

  

   

     
    

 

  

 
 

  

   

   

   

   

   

   

  

 

 

   

 

 

 

 

 

 

   
 



 

 

 

 

 

 

 
 

 
 

   

   

   

   

   
 

   

   

   

   

   

   

   

   

 
 

  

 

 

 

 

 

 

 

 

 

 

 

 

   
 



 

 

    

  
 

 
 

    
    
    
    

  
 

 
 

  
 

 
 

  
 

 
 

  
 

 
 

  
 

 
 

  
 

 
 

    
 
 

 

    

 
 

 
 

 
 

 

  
 

 
 

 

 
 

 
 

 
 

    

  
 

 
 

  
 

 
 

    
    

 
 

 
 

 
 

  
 

 
 

 

    
 
 

 
 

 
 

   
 



 

 

 

 

 

    

 
 

   

  
 

 
 

 
 

   

    

  
 

 
 

 

  

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

   
 



 

 

 

 

 

 

 

 

 

  

 

 

  

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

   
 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

   
 



 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

  

  

 

 

 

   
 



 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

   
 



 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

   
 



 

 

 

 
 

 

  

 

 

  

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

  

  

 

 

 

 

 

   
 



    

   

 
 

 
 

 
 

 
 
 

 
 
 

 
 
 

 
 

 
 

     
 
 

 
 

     
 

 
 

 

     
 
 

 
 

 

     
 
 

 
 

 

     
 

 
 

 
 

 

     
 

 
 

 
 

 
 

  
 

     
 

 
 

     
 
 

 
 

 
 

 
 

 

    



 

 

  

 

 

 

 

 

 

 

 
 

 
 

 
 
 

 
 

 
 

 

 

 

 

 

 
 

 
 

 

 

 

 

 
 

 
 

 

 

 
 

 
 

 
 

 
 
 

 

 
 

 
 

 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 

         
     

  
 

 
 

   

         
 

 
 

  
 

 
 

 
 

       
    

  

 
 

   

        
 

 
 

 

 
 

 
 

 
 

   
 



 

 

         
       

     
    

 
         

  
 

 

 
 

 

 
 

 
 

 
 

         
      

  

 
 

 
 

 

 
 

 

 
 

 
 

 
 

 
 

 
 

 

   

         
  

 
 

 
 

  
 

 
 

         
     

     
  

 

   
 



 

 

         
       

     
    

 
 
 

 
 

 
         
     
    

  
 

 
         
     

     
 

 

 
 

 
 

         
     

  
 

 
 

 
 

   

         
     

   
 

  
 

 

 
 

 
 

   
 



 

 

 
 

 
 

 

   
 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

 
 

 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 

   
 

 

 
 

 

 
 

 

 

 
 

 

  
 

 
 

 
 

 

 

 
 

 

   
 

 

 
 

 

 
 

 

 

 
 

 
 

   
 

 
 

 
 

 

    
 

 
 

 
 

  
 

   
 

 
 

 

 
 

 

 

   
 



 

 

         
       

     
    

 
 

 

 

 
 

 
 
 

 
 

 

 

 

 
 

 

 
 

 
 

 

 

 
 

 
 

 
 

 

 

 
 

 

 

 

 
 

 
 

 
 

 

 
 

 

 
 

 
 

 

 
 

 

 
 

 
 

 

 

 

 

         
    

  
 

  

 
 

 
 

  
 

 
 

   
 

 
 

 
 

 

 
 

 

 
 

 

   
 

 
 

 
 

 

         
     
 

  
  

  
 

 
 

 

   
 



 

 

         
       

     
    

 
 

 
  

 
 

 

 
 

 
 
 

 
 

 

 
 

 
 

 
 

 
 

   
 

 

 
 

 

 
 

 

 

         
     

  
 

 
 

 

  

         
     

  
 

 
 

 
 

 
 

   

   
 



 

 

         
       

     
    

 
 

 
 
 

 
 

 

 
 

 

 
 
 

 
 

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 
 

 
 

 

   
 



 

 

         
       

     
    

 
 

 
 

        
    

    
  

  
         

     
  

 

 
 

 

 
 
 

 
 

 
 

 
 
 

 

 
 

 

 
 

 
 

 
 

 

 
 

 

   

   
 



 

 

 
 

 
 

 

   
 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 
 

 
 

 
 

 

 

 

 
 

 
 

 
 

 
 

 
 

 
 
 

 
 

 

 
 

 

 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 

 

 
 
 

  

 

 
 

 
 

   
 

 
 

 

 
 

 

 

 
 

 
 

 

     
 

 
 

 
 

 

 
 

 

  
 

 
 

   
 

 

 
 

 

 
 

 

 

 
 

 

 

   
 

 
 

 

 
 

 

 

   
 



 

 

         
       

     
    

 
  

 

 
 

 
 
 

 
 

 
 

        
     

 

 
 
 
 

 
 

 
 

 

  

         
     
    

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

   
 

 
 

 

 
 

 

 

   
 



 

 

         
       

     
    

 
 

 
        

  

 
 

 
 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 
 

 
 

 

 

 

 
 

 
 

 
 

 

 
 

 
 

 
 

   
 



 

 

 

 
 

 
 

 

   
 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

   
 

 
 

 

 
 

 

 

         
     

  
 

 
 

 
 

 

 
 

 

 

 

 
 

 

 

 
 

 
 

 
 

 

 

 

 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 

 

         
     

   
 
 

 
 

 

  
 

   
 

 
 

 

 
 

 

 

 

  

 

 

 

 

 

 

 

 

   
 



 

 

 

 

 

 

 

 

 

 

 

 
 

 

 
 
 

 
 

 
 

 
 

 
 

 
 

 
    

 
 

    

 
 

 
   

 
    

 
 

 
 

   

 
 

 
   

 

  

 

 

 

 

 

 

 

 

 

 

 

  

   
 



 

 

 

 

 

 
 

   
      

       
       

       
 

 

 

 

 

 

  

 

 

 
 

 
  

      
       
       

       
 

 

 

 

 

 

 

  

 

 

  

 

   
 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

   

    

        

         

         

         
 

 

 

 

 

 

 

 

 

 

   
 



 

 

  
    

        
         
         

         

 

 

 

 

 

 
 

   

    

        

         

         

         

 

 

 

  

    

        

         

         

         

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

   
 



 

 

 

 

 

 

 

 

 

 

 
 

   

    

        

         

         

         
 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

   
 



 

 

 

 
 

 

  

  
 
 

   
 
 

 

         

         

         

         

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   
 



 

 

 
 

   

    

        

         

         

         
 

 

 

 

 

 

 

  

 

  

 

 

 

 

 

 

 

 

 
 

   

    

        

         

         

         

 

   
 



 

 

 

 

 

 

 

 

  

 

 

 

 
 

 

 
  

  
 

 
 

 
  

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

  
  

 
 

 

 
 

 
 

 
 

 
 

 
 

   
 



 

 

 
   

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
   

   

 
 

 

  

   
 



 

 

  
 

  
 

  
 

    
 

  

    
 

  

      

      

      

      
      

      

    
 

  
 

      

      

  
 

  
 

  

    
 

  

      

    
 

  

    
 

  

      

      

  
 

    

    
 

  

  
 

    

      

    
 

  

    
 

  

    
 

  
 

    
 

  

      

      

   
 



 

 

  
 

  
 

  
 

      

      

      

      
 

      

      

      

    
 

  

      

      

      

  
 

    

  
 

    

  
 

    
 

  
 

    
 

    
 

  
 

    
 

  

    
 

  

  
 

    
 

      

  
 

    

      
 

      
 

  
 

    
 

    
 

  

      

      

   
 



 

 

  
 

  
 

  
 

 
      

      

      

  
 

  
 

  

    
 

  

    
 

  

    
 

  

      
 

  
 

    

      

      
 

      

  
 

    
 

      

      

      

      
 

      

      

      

      

      

      
 

 

 

   
 



 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   

 
 

 
 

 
 

 

 
 

 
 

 
 

 

 
 

 

   
 



 

 

 
 

 
 

 

 

 

 

 

 

   

 
 

  
  

 
 

 
 

 
  

    
 

   

 

 
 

 

 

 

  

 

 

  

  

 

 

  

  

  

  

 

  

  

 

   
 



 

 

 

 

 

 

 

 

 

 

 

  

 

 

  

  

  

 

  

 

  

 

 

 

  

 

 

 

  

 

  

 

 

  

 

 

 

 

 

 

  

  

 
 

   
 



 

 

 

 

  

  
 

  
 

  

 

 

   
 



 
     

 

CDx Associated Findings 

Genomic Findings Detected FDA-approved Therapeutic Options 

Findings did not yield any biomarker results with Companion Diagnostic (CDx) Claims. 

Microsatellite Instability (MSI)  

  
 

 
 

Other Alterations and Biomarkers Identified 
 

 

Tumor Mutational Burden (TMB) 6 mut/Mb 

ERBB2 Amplified 

PTEN I253fs 

Patient 
Name:  

 
 

 
 

Specimen Information 
 

 
 

 
 

 

Ordered By 
 

 
 

4610 South 44th Place, Suite 100 • Phoenix, AZ 85040 • (888) 979-8669 • Fax: (866) 479-4925 
CLIA 03D1019490 • CAP 7195577 • ISO 15189:2012 • Matthew Oberley, MD, PhD, Medical Director • ©2024 Caris Life Sciences. All rights reserved. 



 
     

 

 

 

 

   

   
   

  
 

 

   

    
 

     
 

    
 

   

 

 

  

 

MI Cancer SeekTM 

Intended Use: 

 

MI Cancer Seek is intended as a companion diagnostic to identify patients who may benefit from treatment with the targeted therapies listed in Table 1 below, in 
accordance with the approved therapeutic product labeling. 

Additionally, MI Cancer Seek is intended to provide tumor mutational profiling to be used by qualified healthcare professionals in accordance with professional 
oncology guidelines for cancer patients with previously diagnosed solid malignant neoplasms. Genomic findings other than those listed in Table 1 are not prescriptive 
or conclusive for labeled use of any specific therapeutic product. 

Table 1. MI Cancer Seek Companion Diagnostic Indications 

INDICATION BIOMARKER THERAPY 

Breast Cancer PIK3CA (C420R, E542K, E545A, E545D [1635G>T only], E545G, 
E545K, Q546E, Q546R, H1047L, H1047R, H1047Y) 

PIQRAY® (alpelisib) 

Colorectal Cancer (CRC) KRAS wild-type (absence of mutations in exons 2, 3, and 4) and 
NRAS wild-type (absence of mutations in exons 2, 3, and 4) 

VECTIBIX® (panitumumab) 

BRAF V600E BRAFTOVI® (encorafenib) in combination with 
ERBITUX® (cetuximab) 

Melanoma BRAF V600E BRAF Inhibitors approved by FDA* 

BRAF V600E or BRAF V600K Mekinist® (trametinib) or BRAF/MEK Inhibitor 
Combinations approved by FDA* 

Non-small cell lung cancer (NSCLC) EGFR exon 19 deletions and exon 21 L858R alterations EGFR Tyrosine Kinase Inhibitors approved by 
FDA* 

Solid Tumors MSI-H KEYTRUDA® (pembrolizumab), JEMPERLI 
(dostarlimab-gxly) 

Endometrial Carcinoma  KEYTRUDA® (pembrolizumab) in combination with 
LENVIMA® (lenvatinib) 

*For the most current information about the therapeutic products in this group, go to: 
https://www.fda.gov/medical-devices/in-vitro-diagnostics/list-cleared-or-approved-companion-diagnostic-devices-in-vitro-and-imaging-tools#Group_Labeling 

MI Cancer SeekTM is a single-site assay performed at Caris Life Sciences, Phoenix, AZ. 

Contraindications: 

There are no known contraindications. 

Warnings and Precautions: 

Biopsy may pose a risk to the patient when archival tissue is not available for use with the assay. The patient’s physician should determine whether the patient is a 
candidate for biopsy. 

4610 South 44th Place, Suite 100 • Phoenix, AZ 85040 • (888) 979-8669 • Fax: (866) 479-4925 
CLIA 03D1019490 • CAP 7195577 • ISO 15189:2012 • Matthew Oberley, MD, PhD, Medical Director • ©2024 Caris Life Sciences. All rights reserved. 



 
     

 

  
  

 

 

 
 

 

 

   
 

 

  

  

     

 

     

          

 

 

    

          

          

         

  

   

  

  

  

 

    

  

Limitations: 

 For in vitro diagnostic use. 
 CAUTION: Federal law restricts this device to sale by or on the order of a physician. 
 The acceptable preparation method for MI Cancer Seek CDx specimens is FFPE. Other preparations have not been evaluated. 
 The test is designed to report out somatic variants and is not intended to report germline variants. 
 MI Cancer Seek requires a minimum tumor percentage of 20% for detection of alterations, with tumor content enrichment recommended for 

specimens with tumor percentage lower than 20%. 
 Genomic findings other than those listed in the Companion Diagnostic Indications table are not prescriptive or conclusive for labeled use of any specific 

therapeutic product.  Confirmation of tumor mutation status using an FDA-approved CDx test is needed for therapeutic use. 
 A negative result does not rule out the presence of a mutation below the limits of detection of the assay. 
 MI Cancer Seek is only approved for use with Caris Life Sciences pre-qualified Illumina NovaSeq 6000 instruments. 
 The test is intended to be performed on specific serial number-controlled instruments by Caris Life Sciences. 
 MI Cancer Seek does not report TMB for values lower than 3 mut/Mb as the accuracy of TMB values below 3 mut/Mb are unreliable. 
 Decisions on patient care and treatment must be based on the independent medical judgment of the treating physician, taking into consideration all 

applicable information concerning the patient’s condition, such as patient and family history, physical examinations, information from other diagnostic 
tests, and patient preferences, in accordance with the standard of care in a given community. 

 Based on the low positive percent agreement (PPA) in the accuracy study for ERBB2 copy number amplifications (CNAs) in breast cancer patients, this 
alteration may not be detected. Additional clinical investigation to confirm the presence of ERBB2 CNAs in the breast cancer patient’s tumor with another 
FDA approved or cleared test is strongly recommended. 

 Patients with breast cancer whose specimens have intermediate ERBB2 CNA status should be tested with another FDA approved or cleared test to 
ascertain ERRB2 CNA status in their tumor. 

 Test may have reduced sensitivity and may yield false negative results in samples where necrotic tissue is >15%, melanin is >5%, fat cells are >10%. 

Test Principle: 

MI Cancer Seek is a single-site assay performed at Caris Life Sciences located at 4610 South 44th Place, Phoenix, AZ 85040. The test includes reagents, 
software, and procedures for testing of total nucleic acid (TNA) from formalin fixed paraffin embedded (FFPE) tumor tissue. The test uses 
a custom bait panel to measure all coding regions of the exome to detect and report SNVs and indels within 228 genes outlined in Table 2 across solid 
tumors and amplifications in ERBB2 in patients with breast cancer only. The test also detects MSI (determined from 3,210 genes) and whole exome based TMB in 
patients with solid tumors. 

Table 2. MI Cancer Seek Reportable Gene List for SNVs and indels 

ABL1 BCL9 CDKN2A ESR1 FLT1 JAK3 MET NRAS PPP2R2A RUNX1 STK11 

ACVR1 BCOR CHEK1 EZH2 FLT3 KDM5C MITF NSD1 PRDM1 SDHA SUFU 

AIP BLM CHEK2 FANCA FOXA1 KDM6A MLH1 NSD2 PRKACA SDHAF2 TCF7L2 

AKT1 BMPR1A CIC FANCB FOXL2 KDR MLH3 NTHL1 PRKAR1A SDHB TERT 

AKT2 BRAF CREBBP FANCC FUBP1 KEAP1 MPL NTRK1 PRKDC SDHC TET2 

AKT3 BRCA1 CSF1R FANCD2 GATA3 KIT MRE11 NTRK2 PTCH1 SDHD TMEM127 

ALK BRCA2 CTCF FANCE GNA11 KLF4 MSH2 NTRK3 PTEN SETD2 TNFAIP3 

AMER1 BRIP1 CTNNA1 FANCF GNA13 KMT2A MSH3 PALB2 PTPN11 SF3B1 TNFRSF14 

APC BTK CTNNB1 FANCG GNAQ KMT2C MSH6 PBRM1 RAC1 SMAD2 TP53 

AR CALR CXCR4 FANCI GNAS KMT2D MTOR PDGFRA RAD50 SMAD4 TRAF7 

ARAF CARD11 CYLD FANCL H3F3A KRAS MUTYH PDGFRB RAD51B SMARCA4 TSC1 

ARID1A CBFB DDR2 FANCM H3F3B LZTR1 MYC PIK3CA RAD51C SMARCB1 TSC2 

ARID2 CCND1 DICER1 FAS HIST1H3B MAP2K1 MYCN PIK3CB RAD51D SMARCE1 U2AF1 

ASXL1 CCND2 DNMT3A FAT1 HNF1A MAP2K2 MYD88 PIK3R1 RAD54L SMO VHL 

ATM CCND3 EGFR FBXW7 HOXB13 MAP2K4 NBN PIK3R2 RAF1 SOCS1 WRN 

ATRX CD79B EP300 FGFR1 HRAS MAP3K1 NF1 PIM1 RASA1 SOS1 WT1 

AXIN2 CDC73 EPHA2 FGFR2 IDH1 MAPK1 NF2 PMS2 RB1 SPEN XPO1 

B2M CDH1 ERBB2 FGFR3 IDH2 MAX NFE2L2 POLD1 RET SPOP XRCC1 

BAP1 CDK12 ERBB3 FGFR4 IRF4 MED12 NFKBIA POLE RHOA SRC 

BARD1 CDK4 ERBB4 FH JAK1 MEF2B NOTCH1 POT1 RNF43 STAG2 

BCL2 CDKN1B ERCC2 FLCN JAK2 MEN1 NPM1 PPP2R1A ROS1 STAT3 

4610 South 44th Place, Suite 100 • Phoenix, AZ 85040 • (888) 979-8669 • Fax: (866) 479-4925 
CLIA 03D1019490 • CAP 7195577 • ISO 15189:2012 • Matthew Oberley, MD, PhD, Medical Director • ©2024 Caris Life Sciences. All rights reserved. 



 
     

 

 

 

 

  

  

 
 

  

  

  

FDA Evidence Levels: 

Genomic findings other than those listed in the Intended Use are not prescriptive or conclusive for labeled use of any specific therapeutic product. Test results 
should be interpreted in the context of pathological evaluation of tumors, treatment history, clinical findings, and other laboratory data. The test report includes 
genomic findings reported in the following levels (Table 3). 

Table 3. Classification Criteria for FDA Evidence Levels 

LEVEL CRITERIA 

Level 1 Biomarker is FDA-approved as a companion diagnostic as part of MI Cancer SeekTM 

Level 2 Cancer alterations that are well-established with strong clinical evidence that the clinician must know according to professional 
consensus guidelines in the specific tumor type. 

Level 3 Cancer alterations with potential clinical significance, e.g., biomarkers deemed useful for directing patients to a clinical trial or 
simply for informational purposes. 

i. Clinical data such as case reports, single or several case series, or Phase I/II clinical trial data that support the utility of specific 
biomarker alteration to direct a patient to clinical trials, or 

ii. Pre-clinical and/or in vitro studies provide structural analysis of the mutation, fusion, or isoform to confirm pathogenicity 
(tumor-promoting), sensitivity, or resistance through colony forming assays, growth inhibition or drug sensitivity assays, etc. 

4610 South 44th Place, Suite 100 • Phoenix, AZ 85040 • (888) 979-8669 • Fax: (866) 479-4925 
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