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Reported Kaplan-Meier estimated cumulative incidence of key 
complications at 10 years for round gel implants among the primary 
augmentation cohort6

5.2% Capsular Contracture rate at 10 years in
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IMPORTANT SAFETY INFORMATION MENTOR® MemoryGel® Breast Implants are indicated for breast augmentation, in women who are at least 18 years old, or for breast reconstruction. Breast implant surgery 
should not be performed in those women with active infection anywhere in their body, those with existing cancer or pre-cancer of their breast(s), those who have not received adequate treatment for these conditions or those 
who are pregnant or nursing. There are risks associated with breast implant surgery. Breast implants are not lifetime devices and breast implantation is not necessarily a one-time surgery. The most common complications 
with MENTOR® MemoryGel® Breast Implants include re-operation, implant removal, capsular contracture, asymmetry, and breast pain. A lower risk of complication is implant rupture, which is most often silent. The health 
consequences of a ruptured silicone gel-filled breast implant have not been fully established. Screenings such as mammography, MRI, or ultrasound are recommended after initial implant surgery to assist in detecting 
implant rupture. Breast implants are also associated with the risk of breast implant anaplastic large cell lymphoma (BIA-ALCL), an uncommon type of lymphoma and an individual’s risk of developing BIA-ALCL with 
MENTOR® Breast Implants is considered to be low. Your patient needs to be informed and understand the risks and benefits of breast implants, and she should be provided with an opportunity to consult with you prior to 
deciding on surgery. For detailed indications, contraindications, warnings and precautions associated with the use of all MENTOR® Implantable Devices, please refer to the Product Insert Data Sheet provided with each 
product or review the Important Safety Information provided at www.mentorwwllc.eu.

https://www.jnjmedicaldevices.com/en-EMEA/companies/mentor
www.Mentorwwllc.eu This publication is not intended for distribution outside of the EMEA region.
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10CLINICAL  
STUDIES

Kaplan-Meier estimated rate of confirmed rupture by patients in 
Primary Augmentation MemoryGel® 10-year Core Study¶8 

• Large-scale (1000+ patients enrolled) to better represent diverse patient profiles
• Multi-center (48 sites) to avoid facility biases* 
•  Longer term follow-up (up to 10 years follow-up) allows for assessment of 

complications over time*9,10

MemoryGel®  
10-year Core Study

Remember: Not all Clinical Evidence is the Same

*  Rupture rates tend to increase notably around 6-8 years post-implantation, BIA-ALCL typically takes 8-10 years to develop.
¶  11 confirmed ruptures by patient out of 202 total patients in the MRI cohort for Primary Augmentation study subgroup.13 Confirmed ruptures are confirmed by examining the implant for those patients that underwent implant removal. 

Cumulative incidence rate of confirmed rupture in the primary augmentation cohort of MRI Cohorts A and B (Table 5 in manuscript).   
¥  Complaint data is passively collected through an internal system and cannot be determined from this reporting system alone due to potential under-reporting, duplicate reporting of events, and the lack of information. 

MENTOR® MemoryGel® Breast Implants are backed by a free lifetime product replacement policy that requires the patient to report incidence of rupture in order to benefit from the policy.12
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You can Trust 
Mentor’s evidence, 
can you Trust other’s? 

High level of  
Evidence for  
Breast Implants14
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Post-market surveillance of MemoryGel® Breast Implants complaints related to rupture show a  
0.6% global rupture complaint rate based on MENTOR® MemoryGel® Breast Implants  

sales during Nov. 2006-Dec. 2019 in US and Jan. 2011-Dec. 2019 in EMEA, LATAM, Canada, and APAC.¥11 
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