Information for the Patient

Breast Augmentation with Motiva Implants®
SmoothSilk® Round Ergonomix® and SmoothSilk® Round
Silicone Gel-Filled Breast Implants

The sale and distribution of this device is restricted to users and/or user facilities that provide information to patients about
the risks and benefits of this device in the form and manner specified in the approved labeling provided by Motiva USA and
Establishment Labs. Federal (USA) law restricts this device to sale by, or on the order of a physician.

WARNING:

® Breast implants are not considered lifetime devices. The longer people have them, the greater the chances are that they
will develop complications, some of which will require more surgery.

Breast implants have been associated with the development of a cancer of the immune system called breast implant-associated
anaplastic large cell lymphoma (BIA-ALCL). This cancer occurs more commonly in patients with textured breast implants than
smooth implants, although rates are not well defined. Some patients have died from BIA-ALCL.

Patients receiving breast implants have reported a variety of systemic symptoms such as joint pain, muscle aches, confusion,
chronic fatigue, autoimmune diseases and others. Individual patient risk for developing these symptoms has not been well
established. Some patients report complete resolution of symptoms when the implants are removed without replacement.
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Other Risks occurring in 1% or more of pat

ients
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Other Risks occurring in 1% or more of patients
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Placement
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Incision Site
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Other Complications Occurring at a Kaplan-Meier Risk Rate = 1%
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Other Complications Occurring at a Kaplan-Meier Risk Rate 21%
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Reasons for Reoperation through 3 Years
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MRI SAFETY INFORMATION
A person with the Motiva Silicone Gel-Filled Smoothsilk Breast Implants® with a RFID microtransponder may be safely scanned under the
following conditions. Failure to follow these conditions may result in injury.

Device Name Motiva Silicone Gel-Filled Smoothsilk® Breast Implants with a RFID microtransponder
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