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*9 of the 10 "smooth" cases reported to PROFILE had a reported clinical history of a textured device. PROFILE Team in the process of following up with 
reporting physician to obtain additional information for the remaining "smooth" case. In the 26 cases of smooth implants reported to FDA, 12 have unknown 
prior history of implants, 7 have a history of textured implants, and 7 have a history of prior implants with an unknown texture. There are no reports of cases 
associated with tissue expanders.     
**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.     
****Other Manufacturers include: Bristol Myers Squib, Nagor, Polytech Silimed, Silimed and Sientra/Silimed      
*****US/OUS is counted as the recorded reporter’s country in the MedWatch form, or if the event was noted to be from a foreign source in box G3 of the 
MedWatch form. Please note that the reporter country may not reflect the country where the event occurred or the country where the device is marketed.  
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