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After more than a decade on the market, from 2010 to 2021, with presence in over 80 
countries and nearly 1.8 million implants sold, Motiva Implants® have consistently reported 
superior safety outcomes. This includes rates of less than 1 % device-related complications 
leading to reoperation, such as capsular contracture and implant rupture. 

The low rates of capsular contracture with Motiva Implants® are consistent across all surgical 
planes: submuscular, subglandular, or subfascial. The rate of reoperation due to rupture with 
Motiva Implants® is lower than 0.1 %.

The safety and performance of Motiva Implants® are confirmed by international registry data 
and independent peer-reviewed publications from around the world.
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Post-Market Surveillance



02 Adverse Events 

Source: Establishment Labs®, Post-Market Surveillance Q3 2021. 

Figure 1: Trend of adverse events – Motiva Implants®, January 2011 to September 2021

Source: Establishment Labs®, Post-Market Surveillance Q3 2021 
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Adverse Events by Type

* The following were considered technique-dependent complications: implant malposition, implant displacement, asymmetry.

** Infection, wound dehiscense, hematoma, seroma.
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Figure 2: Adverse events by type – Motiva Implants®, January 2011 to September 2021 
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Patient Registry 

From 2010 through 2021, 207,000 women have registered their implants in the Motiva® 
Registration App.

Less than 1 % have reported a device-related complication or redeemed standard warranty 
coverage. 

Over 16,000 women paid an additional fee for the extended warranty that provides financial 
assistance coverage for reoperation due to capsular contracture Baker grade III/IV or implant 
rupture, as shown in figure 3. 
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Figure 3: Motiva Implants® - MotivaImagine® App Registry and Extended Warranty Registration 

Source: Establishment Labs®. Registrations via the Motiva® website and MotivaImagine® digital mobile application. 



04 International
Registry Data 

Valuable information about breast implants’ long-term safety and performance in a large 
population is collected in independent registry databases. The reasons for reoperation are 
collected and analyzed to report the occurrence of events such as capsular contracture or rupture. 

Registry data reported rates of reoperation due to rupture and capsular contracture in over 
20,000 Motiva Implants® are less than 1 % in both the augmentation and reconstruction 
indications (Figure 4 below). 

INTERNATIONAL INDEPENDENT REGISTRIES

*Statistically significantly lower than other manufacturers in the registry.
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Figure 4: BRIMP and ABDR international registry figures – Motiva Implants®

Sources: 1. Breast Implant Register Annual Report 2020, 2021. 
2. Monash University Australian Breast Device Registry: Report to the Establishment Labs S.A. Motiva Implants® Industry Report (2016 – 2019), 2020.
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Published Clinical Outcomes

Multiple independent peer-reviewed studies, including well-designed case-control, cohort studies, 
and non-randomized controlled trials with Motiva Implants®, have been published in leading plastic 
surgery journals. These studies report low device-related complications (0 % - 2 %), and high 
patient satisfaction, with patient follow-up ranging from six months to six years.
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