Page 2


Structured Breast Augmentation Prosthesis 
Eight-Year Clinical Trial Results  
50th Annual Meeting of The Ohio Valle Society of Plastic Surgeons

Ohio Valley Society of Plastic Surgeons’\

French Lick, Indiana                                                                                         June 3, 2016

Purpose: Controversy over breast augmentation is a common subject in the United States.    Possible risks of ALCL, silicone implant illnesses, autoimmune disease, silent gel rupture, saline implant rippling, and costs of MRI’s to diagnose silicone implant rupture are of concern. The development of the Structured Breast Implant is an option utilizing only saline filler inside yet  mimicking the so-called natural look and feel of silicone gel.  The internal construction of this implant controls saline movement and supports the upper pole and edge therefore eliminating the ripple effect of saline implants.  
Methods: The FDA Core clinical trial enrolled 399 primary and 103 revision augmentation patients for Structured Breast Prosthesis implantation.  Eight year follow-up visits were 85.2% completed. 
To gain insight into why women are choosing the structured implants for breast augmentation over silicone gel implants or saline bag implants results were evaluated by an independent third party conducting randomized online surveys.  The cohort included 933 women (45% RN’s) and 102 female physicians (13% plastic surgeons).
Results: After 8 years, patient and surgeon satisfaction with the outcome was 91.6% and 94.6%.  Compared to silicone gel implants in primary augmentation, the capsular contracture rate was lower (6.6% vs. 11.2-16.2%) and the rupture rate was lower (2.1% vs. 7.2-13.6%). Surveys showed high concern about silent rupture in silicone gel implants and if so the need for removal and reconstruction. 
Conclusion: As women learn about the Structured Breast Implants, they are often choosing it over silicone gel because of lower capsular contracture and rupture rates, no risk of silent rupture, no rippling, and the peace of mind they get from only saline inside.  FDA reviewed and approval Structured Breast Implants in 2014.
