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*Of the 660 total BIA-ALCL related MDRs the FDA received, many MDRs were identified as duplicate reports, including additional follow-up reports that 
were submitted to the FDA. The FDA has carefully reviewed the 660 MDRs to provide a more accurate analysis and to only provide unique BIA-ALCL 
reports. The resulting data reflected a total of 457 unique MDRs for BIA-ALCL.        
**Includes physician-, pathology-, cytology-, or biomarker-confirmed diagnosis        
***The 4 "smooth" cases reported to PROFILE had a reported clinical history of a textured device.       
****MDRs and PROFILE data sometime list more than one clinical presentation, e.g. seroma and peri-implant mass/lump, in which two presentations were 
counted.        
*****CD30 is a cell membrane protein associated with diagnosis of classic Hodgkin’s Lymphoma and BIA-ALCL.    
    
   


