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Directions for Use
Motiva® 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.

Caution: 
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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WARNING:

• Breast implants are not considered lifetime devices. The longer people 

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 

• Patients receiving breast implants have reported a variety of systemic 

these symptoms has not been well established. Some patients report 
complete resolution of symptoms when the implants are removed without 
replacement.

The sale and distribution of this device is restricted to users and/or user 

provided by Motiva USA.

CAUTION: 

physician.

INTRODUCTION

Directions to the Physician
The information contained in this Directions for Use (DFU) is intended 
to provide an overview of essential information about Motiva Implants® 
Silicone Gel-Filled Breast Implants (also referred to as “Motiva Implants®” 

Motiva Implants® Core Clinical Study (also referred to as the “Study”). There 
is a Boxed Warning for all breast implants (see Cover Page).

Patient Counseling Information

Checklist highlighting key information regarding the risks of breast implant 

® and breast 
implant surgery. Please familiarize yourself with the content of this document 
and resolve any questions or concerns before proceeding with the use of this 

address all questions prior to signing the checklist along with the patient.

to read the document titled: Motiva Implants® Information for the Patient: 
Breast Augmentation with Motiva Implants® Silicone Gel-Filled Breast 

that medical management of serious complications may include additional 
surgery and explantation. Please refer to this document’s INFORMATION 
TO BE DISCUSSED WITH THE PATIENT section for additional patient 
counseling information.

Informed Decision
Each patient should receive the Motiva Implants® Information for the Patient 

Allow the patient at least 1-2 weeks to review and consider this information 
before deciding to have primary breast surgery. In the case of revision 

® 

which should be signed by both the patient and the surgeon and then 

Device Tracking
Silicone Gel-Filled Breast Implants are subject to device tracking per United 
States Food and Drug Administration (FDA) regulation. Tracking is intended 
to facilitate notifying patients in the event that important new information 
about a device becomes available. The laws that govern device tracking 

CFR §821.30).1 A physician prescribing Silicone Gel-Filled Breast Implants is 

and report the following to Motiva USA:
• 
• 
• 
• 
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• Contact information for the prescribing physician’s practice and the 

• 
• 

of the explanting physician;
• Out of use due to patient death (date of death);
• Returned to the manufacturer;
• Permanently disposed of.

the patient becomes deceased. Tracking information will be recorded on the 
Device Tracking Form supplied by Motiva USA with each Implant. The form 
should then be returned to Motiva USA at www.motivausa.com/instructions.

Motiva USA strongly recommends that all patients receiving Motiva Im-
plants® participate in the Motiva Implants® Device Tracking program.

Patients are not required by law to enroll themselves in any tracking program 
® Device 

Tracking program is necessary to activate the Motiva Implants® Limited 

WARRANTIES section of this DFU. Patients must allow their physicians to share 
contact information and information about the Implant to activate the warranty.

The National Breast Implant Registry
The Plastic Surgery Foundation has developed the National Breast Implant 

manufacturers to strengthen the post-market surveillance of breast implant 

reoperations for all US patients receiving breast implants. NBIR allows 
surgeons to register implants with the manufacturers for the purpose of 
device tracking while also submitting data to the registry. 
Go to thepsf.org/NBIR to register and start data entry.

Device Description
Motiva Round and Round Ergonomix® Silicone Gel-Filled Breast Implants 

of silicone gel. The Shell is constructed of successive cross-linked layers of 
silicone elastomer (standard dispersion) and a low diffusion barrier layer 

the mechanical characteristics and integrity of the device. The material 
components of the Shell and the Gel of the Round and Round Ergonomix® 
devices are identical although there are differences in the construction of 
each device type; the Round Ergonomix® implant contains one less layer 

implant. The shell of both style implants has a SmoothSilk® controlled 

surface architecture produced by the mandrel imprinting technique with an 
average roughness of 4 microns.

gel at the shell/patch area is an optional feature for all implant styles. This 
optional microtransponder provides each Implant with a unique electronic 
serial number for traceability. 

is 150 cc to 625 cc. The Implants are dry heat sterilized and are available in 

available styles and sizes of the Motiva Round and Round Ergonomix® Breast 
Implants. Figure 1 provides visuals of the Round and Round Ergonomix® 
Implants.

Table 1. Available Styles and Sizes of Motiva Round Implants*

Motiva Round Implants

Base 
Width
(cm)

MINI DEMI FULL

Projection
(cm)

Volume
(cc)

Projection
(cm)

Volume
(cc)

Projection
(cm)

Volume
(cc)

10.0 3.5 205

10.25 3.5 215 4.2 255

10.5 3.6 230 4.3 275

10.75 3.7 245 4.4 295

11.0 3.8 265 4.5 315

11.25 3.8 285 4.6 335

11.5 2.8 245 3.9 300 4.7 355

11.75 2.8 260 3.9 320 4.8 375

12.0 2.9 275 4.0 340 4.9 400

12.25 2.9 290 4.0 360 5.0 425

12.5 3.0 310 4.1 380 5.1 450

13.0 3.1 360 4.3 425 5.3 500

13.5 3.2 400 4.4 475 5.5 550

14.0 4.5 525 5.7 625

*All Round Styles available with an optional microtransponder
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Table 2. Available Styles and Sizes of Motiva Round Ergonomix® Implants*

Motiva Round Ergonomix® Implants

Base 
Width
(cm)

MINI DEMI FULL

Projection
(cm)

Volume
(cc)

Projection
(cm)

Volume
(cc)

Projection
(cm)

Volume
(cc)

10.25 3.5 215

10.0 3.5 205

4.2 255

10.5 3.6 230 4.3 275

10.75 3.7 245 4.4 295

11.0 3.8 265 4.5 315

11.25 3.8 285 4.6 335

11.5 2.8 245 3.9 300 4.7

2.5 160

2.5 170

2.6 185

2.6 205

2.7 220

2.7 230

355

11.75 2.8 260 3.9 320 4.8 375

12.0 2.9 275 4.0 340 4.9 400

12.25 2.9 290 4.0 360 5.0 425

12.5 3.0 310 4.1 380 5.1 450

13.0 3.1 360 4.3 425 5.3 500

13.5 3.2 400

3.3 430

4.4 475 5.5 550

14.0 4.5 525 5.7 625

3.4 47514.5

9.75 3.4 1902.4 150

9.5 3.4 180

9.0 3.3 155

4.6 575

*All Round Ergonomix® Styles available with an optional microtransponder

Figure 1: ®

(bottom) breast implant. Both Round and Round Ergonomix®

Round Ergonomix® has one less shell layer and a softer gel versus the Round breast implants. 
The differences in the gel type and the number of shell layers result in a softer feel and may 
allow for more gel movement with gravity for Round Ergonomix® versus the Round implants.

INDICATIONS FOR USE
The Motiva Round and Round Ergonomix® breast implants are indicated for 
breast augmentation for women of at least 22 years old. Breast augmentation 

revision surgery to correct or improve the result of an original primary breast 

CONTRAINDICATIONS
Breast implant surgery is contraindicated in women:
•
• With existing cancer or precancerous conditions who have not received 

• Who are currently pregnant or nursing.

WARNINGS

Boxed Warning
There is a Boxed warning on all breast implants:

WARNING:

• Breast implants are not considered lifetime devices. The longer people 

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 

• Patients receiving breast implants have reported a variety of systemic symptoms 

has not been well established. Some patients report complete resolution of 
symptoms when the implants are removed without replacement.

AVOID DAMAGING THE IMPLANT
The most common causes of implant rupture include damage to the Implant 
that occurs during the surgical implantation or other related medical 

should minimize the handling of the Implant during surgical insertion.
•

scissors to contact the Implant during the implantation procedures.
•

• Do not treat capsular contracture by closed capsulotomy or forceful 
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•

to avoid damage to the Implant. Repositioning of the Implant during 

and care taken to avoid contamination of the Implant. Excessive force 
during any subsequent procedure can contribute to localized weakening 

performance.
• Do not immerse the Implant in liquid such as Betadine or other iodine 

thoroughly so that no residual solution remains in the pocket.
• Do not alter the implants or attempt to repair or insert a damaged implant.
• Do not reuse or re-sterilize any implant that has been previously implanted.
• Breast implants are intended for single use only.
• Do not place more than one Implant per breast.
• Do not use the periumbilical approach to place this Implant.

RFID and Imaging
The Motiva Implant® styles that contain an optional RFID microtransponder 

conducted by Motiva USA indicate that the use of “combined” or “dual” 

as ultrasound) to detect silent rupture may increase diagnostic accuracy 
when Motiva Implants®

small susceptibility artifact can be observed around the RFID that projects 
into the lumen of the breast implant and can be visualized in the images 
(Figures 2 and 3). There is potential for decreased sensitivity of breast MRI 
in the evaluation of silicone implant integrity and potential for impact on 

Figure 2. a) Axial and b) sagittal view of MRI scans of a Round Ergonomix®

implant (ERSD-285Q) using a 1.5 Tesla MR machine.  The image shows the 
RFID-related susceptibility artifact in the posterior aspect of the implant. 

Study of the Long-Term Effectiveness of the Motiva Implants Round and Round 

Ergonomix in Primary and Revision Breast Augmentation (MIRO) Study.

For MR Safety information see section INSTRUCTIONS WHEN PATIENTS 
UNDERGO MAGNETIC RESONANCE IMAGING (MRI).

Figure 3. Ultrasound image of the left breast at the site of the RFID with visualization 
of the posterior wall without artifact. The curvilinear increased echogenicity represents 

Patient with Silicone Breast Implant and Q Inside Safety Micro Transponder. OJMI. 

Dec 2019;9: 52-57. Doi: 10.4236/ojmi.2019.94005

Microwave Diathermy

PRECAUTIONS

•
appropriate visual aids to clarify her objectives and manage expectations 
in order to reduce the incidence of reoperation for size change.
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• 

the Implant.
• Available tissue must provide adequate coverage of the Implant.

Incision Site Selection

• Inframammary incision
• Periareolar incision
• Transaxillary incision

The periumbilical approach has not been studied in the Motiva Implants® 

damage to the implant shell.

INFRAMAMMARY
INCISION

PERIAREOLAR
INCISION

TRANSAXILLARY
INCISION

INFRAMAMMARY
INCISION

PERIAREOLAR
INCISION

TRANSAXILLARY
INCISION

Figure 4. Anatomical Location of Incision Site Options for Breast Implants

The safety and effectiveness of this device have not been established in 
patients with:
• 
• 

• 
• 
• 
• 

body dysmorphic disorder and eating disorders. Please discuss any 
history of mental health disorders with your patient prior to surgery. 
Patients with a diagnosis of depression or other mental disorders should 
wait until the resolution or stabilization of these conditions before 
undergoing breast implantation surgery

Implant Selection

• Sun exposure
• 
• Participating in sports or other activities that raise the pulse or blood 

• Unnecessary physical or emotional stress.

Surgical Precautions

to maximize a successful aesthetic result and the long-term performance of 
the device.

Surgical Technique
The implantation of Motiva Implants® involves various surgical techniques. 

these Directions for Use.

Implant Selection and Placement

• The Implant should be consistent in size with the patient’s chest-wall 

and projection.

MAMMARY GLAND

SUBGLANDULAR PLACEMENT

PECTORALIS MUSCLE

SUBMUSCULAR PLACEMENT DUAL PLANE 

PECTORALIS MUSCLE

Figure 5. Anatomical Locations of Placement Options for Breast Implants

for implant placement. 

2

placement may be preferable if the patient has thin or weakened breast 
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been used.  

INFORMATION TO BE DISCUSSED WITH THE PATIENT

labeling for augmentation.

The patient labeling is intended as the primary means to provide consistent 

decision about primary breast augmentation and revision-augmentation 
but is not intended to replace consultation with you. The patient should 
be advised to wait at least 1-2 weeks after reviewing and considering this 
information before deciding whether to have this surgery unless an earlier 
surgery is deemed medically necessary.

Both you and your patient will be required to sign the Patient Decision 

patient’s full understanding of the information provided in the brochure. The 
form should be retained in the patient’s permanent medical record.

Below are some of the important factors your patients need to be aware of 
when using Motiva Implants®:

Rupture

there are no symptoms experienced by the patient and no physical signs 

your patient to undergo regular breast ultrasound or magnetic resonance 

is recommended for symptomatic patients or patients with equivocal 
ultrasound results for rupture at any time postoperatively. If a rupture is 

experienced with reading breast implant MRIs to diagnose a silent rupture. 

should be aware or advised that these costs may exceed the cost of their 
initial surgery over their lifetime and that their insurance carrier may not 
cover these costs.

Explantation
Implants are not considered lifetime devices and patients will likely undergo 

breasts may be irreversible. Complication rates are typically higher following 
revision surgery (removal with replacement).

Reoperation

other complications. Patients should be advised that their risk of future 
complications increases with revision surgery compared to primary 

potentially leading to product failure.

Breast Examination Techniques
Patients should perform breast self-examinations monthly and be shown 
how to distinguish the Implant from their breast tissue. The patient should 
not manipulate or squeeze the implants excessively. The patient should be 

change in the implant shape might be symptoms of rupture of the Implant. 

them to her surgeon and possibly have an MRI evaluation to screen for 
rupture.

Mammography
Patients should be instructed to undergo routine mammography exams 
as per their primary care physician’s recommendations. The importance of 
having these exams should be emphasized. Patients should be instructed to 

implants. Patients should request a diagnostic mammography rather than a 
screening mammography because more pictures are taken with diagnostic 
mammography. Breast implants may complicate the interpretation of 
mammographic images by obscuring underlying breast tissue and/or by 
compressing overlying tissue.

needed to adequately visualize breast tissue in the implanted breast. The 
current recommendations for preoperative/screening mammograms are 
no different for women with breast implants than for those women without 
implants. Pre-surgical mammography with a follow-up mammogram after 
implantation may be performed to establish a baseline for routine future 
mammography in augmentation patients.
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Lactation
Breast implant surgery may interfere with the ability to breastfeed by 

5-7

Avoiding Damage During Other Treatment
Patients should inform other treating physicians of the presence of implants 
to minimize the risk of damage to the implants.

Smoking

breast implant surgery.

Radiation to the Breast
Motiva Implants® has not tested the in vivo effects of radiation therapy in 
patients who have breast implants. The literature suggests that radiation 
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Insurance Coverage

based on the presence of breast implants. Treatment of complications of 
breast implantation may not be covered as well. Patients should check with 
their insurance company regarding coverage questions before undergoing 
surgery.

Mental Health and Elective Surgery
It is important that all patients seeking to undergo elective surgery have 
realistic expectations that focus on improvement rather than perfection. 

history that she may have of depression or other mental health disorders.

Long-Term Effects  
Motiva USA will continue its Core Study through the end of each patient’s 
10-year study term. The endpoints in the long-term 10-year follow-up 

USA will update its labeling as appropriate with the long-term results. It is 
important that new safety information is relayed to your patients as soon as 
the information is provided to you.

GENERAL ADVERSE EFFECTS ASSOCIATED WITH BREAST IMPLANT 
SURGERY

Potential adverse events that may occur with silicone gel breast implant 

complications.

rates/out- comes for Motiva Implants®

Rupture
Breast implants are not lifetime devices. Breast implants rupture when the 

but rupture is more likely to occur the longer the Implant is implanted. 
The following things may cause Implants to rupture: damage by surgical 
instruments; stressing the Implant during implantation and weakening 
it; folding or wrinkling of the Implant shell; excessive force to the chest; 
trauma; compression during mammographic imaging; and severe capsular 
contracture. Breast implants may also wear out over time.

Silicone gel breast implant ruptures may be silent. This means that neither 
you nor your patient may know if the Implant has ruptured. Asymptomatic 

for symptomatic patients or patients with equivocal ultrasound results for 
rupture at any time postoperatively.

relatively uncommon.11-13

Sometimes there may be local symptoms associated with silicone gel 
implant rupture. The symptoms of rupture can include hard knots or lumps 

hardening of the breast (2001-2003).14-17

you determine is present. It also may be necessary to remove the tissue 
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remain within the scar tissue surrounding the Implant (intracapsular rupture) 

beyond the breast (migrated gel). There is also a possibility that a rupture 
that initially occurs as an intracapsular rupture may progress to extracapsular 
and beyond.

Studies of Danish women evaluated with MRI involving a variety of 

extracapsular (2001).19 Additional studies of Danish women indicate that over 

extracapsular rupture as detected by MRI (2004).18 Approximately half of the 
women whose ruptures had progressed from intracapsular to extracapsular 
reported that they experienced trauma to the affected breast during this 

silicone that has migrated outside of the scar tissue capsule increased in 

silicone implants from various manufacturers and implant models and is not 
®.

There have been reports of silicone gel in areas outside the breast capsule; 

20-24 Moyer and others 
have stated that there are case reports of silicone gel migration in women 

Capsular Contracture
Patients should be advised that capsular contracture might be more common 

increase over time. Capsular contracture is also a risk factor for implant 
15 and it is one of the most common reasons for reoperation. 

Patients should be advised that additional surgery might be needed in cases 

the Implant capsule tissue to removing and possibly replacing the Implant 
itself. This surgery may result in the loss of breast tissue. Capsular contracture 
may recur after these additional surgeries.

Reoperation
Patients should be advised that additional surgery to their breast and/or 
Implant will likely be necessary over the course of their life. Reoperations can 

Implant Removal
Patients should be advised that Implants are not considered lifetime 

changes to their breasts following explantation might be irreversible.

Pain
Pain of varying intensities and lengths of time may occur and persist 

if it persists.

Changes in Nipple Sensation
Sensation in the nipple and breast can increase or decrease after implant 
surgery.

Infection

surgery. It is characterized by symptoms that occur suddenly and include 

which may cause fainting. Patients should be instructed to contact a physician 
immediately for diagnosis and treatment for any of these symptoms.

Hematoma/Seroma

and/or seroma following surgery may result in a future infection and/
or capsular contracture. Symptoms from a hematoma or seroma may 

time after injury to the breast. While the body absorbs small hematomas 

potentially placing a temporary surgical drain in the wound for proper 
healing. A small scar can result from surgical draining. Implant rupture 
can also occur from surgical draining if there is damage to the Implant 
during the draining procedure.

Unsatisfactory Results
Patients should be informed that dissatisfaction with cosmetic results 

Implant palpability/visibility might occur. Careful surgical planning or 

existing asymmetry may not be entirely correctable. Revision surgery 
may be indicated to maintain patient satisfaction but carries additional 
considerations and risks.
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Breastfeeding Complications

reduction and breast augmentation surgeries. A periareolar surgical 

Additional Complications

also been reported in some women with implants.

OTHER REPORTED CONDITIONS
Patients receiving breast implants have reported a variety of systemic 

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.

There have been reports in the literature of other conditions in women with 
silicone gel breast implants. Many of these conditions have been studied to 
evaluate their potential association with breast implants.

determined to be associated with breast implants in the future. It should 
be noted that the cited references include data from augmentation and/

implant models.

Connective Tissue Disease Diagnoses or Syndromes

evidence” or critical reviews that have looked at whether having a breast 

disease. The study size needed to conclusively rule out a smaller risk of 
connective tissue disease among women with silicone gel breast implants 

Some published 

on limitations of the studies a causative relationship with breast implants 
could not be determined. These studies do not distinguish 
between women with intact and ruptured implants. One study (2003) 

out a small risk.29 Another study (2003) in a small group of women concluded 

reported debilitating chronic fatigue;43 the women reported their symptoms 
after learning whether or not they had a ruptured implant.

there is no evidence to support an association between breast implants and 

Connective Tissue Disease Signs and Symptoms
Some literature reports have also been made associating silicone gel breast 

and symptoms does not necessarily mean that a patient has a connective 

(2001-2002 and 2004) have found no evidence of a consistent pattern of 
signs and symptoms in women with silicone gel breast implants.  If a 

rheumatologist to determine whether these signs or symptoms are due to a 
connective tissue disorder or autoimmune disease.

Patients receiving breast implants have reported a variety of systemic 

these symptoms has not been well established. Some patients report 
complete resolution of symptoms when the implants are removed without 
replacement.

Cancer

Breast Cancer
Many reports in the medical literature indicate that patients with breast 
implants are not at a greater risk than those without breast implants for 

 Some reports have 
suggested that breast implants may interfere with or delay breast cancer 

the published medical literature indicated that breast implants neither 

 
Brain and Nervous System Cancers
One study reported an increased risk of brain cancer in women with breast 
implants as compared to the general population (2001).49 The incidence of 
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implants when compared to women who had other types of plastic surgeries; 

a published review of four large studies in women with cosmetic implants 
concluded that the evidence does not support an association between brain 
cancer and breast Implants.

Lympho-Hematopoietic Cancers
One study (2001) reported an increased risk of leukemia in women with 
breast implants as compared to the general population.41

was no increased risk when compared to women who had other types of 

concluded that the evidence does not support an association between 
lympho-hematopoietic cancers and breast implants. 

Breast Implant Associated-Anaplastic Large Cell Lymphoma (BIA-ALCL)
Based on information reported to global regulatory agencies and  found 

a type of non-Hodgkin’s lymphoma (2008).59 Women with breast implants 
have a very small but increased risk of developing ALCL (BIA-ALCL) in the 

rare cases.

BIA-ALCL has been reported globally in patients with an implant history 
that includes various manufacturers' breast implants with various surface 

describe a history of using textured implants.

with capsular contracture or masses adjacent to the breast implant. When 

testing for CD30 and ALK (anaplastic lymphoma kinase). If your patient is 

plan in coordination with a multidisciplinary care team. Because of the small 

Network (NCCN) recommends a surgical treatment that includes implant 

applicable.

medwatch-fda-safety-information-and-adverse-event-reporting-program). In some 

FDA also recommends reporting cases of BIA-ALCL to the PROFILE Registry 

can submit more com- prehensive case data. This will help provide a better 
understanding of the etiology of BIA-ALCL.
 

please visit: Medical Device Reports of Breast Implant-Associated Anaplastic 
Large Cell Lymphoma | FDA (https://www.fda.gov/medical-devices/breast-
implants/medical-device-reports-breast-implant-associated-anaplastic-
large-cell-lymphoma)
  
Respiratory/Lung Cancer
One study (2001) has reported an increased incidence of respiratory/lung 
cancer in women with breast implants.41 Other research (2006) on women in 
Sweden and Denmark has found that women who get breast implants are 
more likely to be current smokers than women who get breast reduction 
surgery or other types of cosmetic surgery.46

2006-2007) have found no association between breast implants and 
respiratory/lung cancer.

Reproductive System Cancers
One study (2001) has reported an increased incidence of cervical/vulvar 
cancer in women with breast implants.49

risk compared to women with other types of plastic surgery. Another study 
(2007) reported an increased incidence of vulvar cancer that has not been 
explained.52

that the evidence does not support an association between reproductive 
system cancers and breast implants.

Squamous Cell Carcinoma and Various Lymphomas

implants. The various lymphomas reported are not the same as the as Breast 
Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL) (2023).60 

cases of SCC and less than 30 cases of various lymphomas reported in the 
breast capsule of patients implanted with breast implants. The occurrence 
of SCC or various lymphomas in the capsule around the breast implant is 

The FDA recommends reporting all cases of cancers including SCC and 

www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-
reporting-program
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FDA also recommends reporting cases of cancers including SCC and various 
lymphomas to the PROFILE Registry (https://www.thepsf.org/research/

case data.

Other Cancers

Some women with breast implants have complained of neurological 

for neurological disease or syndrome caused by or associated with 
2

epidemiological study (2001)61 and one cohort study (2001)35 examined a 
variety of neurological diseases in women with breast implants and found 

Suicide

62-66 The reason 

breast implants had higher rates of hospital admissions due to psychiatric 

or in the general population of Danish women.66

Effects on Children
It is unknown if a small amount of silicone may pass through from the breast 
implant silicone shell into breast milk during breastfeeding.

Although there are no established methods for accurately detecting silicone 

silicone) levels did not indicate higher levels in breast milk from women with 
silicone gel breast implants when compared to women without implants 
(based on literature published from 2000).67

2006) in humans have found that the risk of birth defects or other adverse 
health effects overall is not increased in children born after breast implant 
surgery.68-70 

71 
This author recommended further research on infant health.

Potential Health Consequences of Gel Bleed

The evidence is inconclusive 
as to whether there are any clinical consequences associated with gel 

suggested that such bleed may be a contributing factor in the development 
of capsular contracture (2000)2 and lymphadenopathy (2005).73

are similar or lower complication rates for silicone gel breast implants than 

in the studied implants does not cause toxic reactions when large amounts 
are administered to test animals. It should also be noted that studies 

concentration of platinum in breast implants is in the most biocompatible 
state (zero oxidation).74-77

Gel bleed of Round and Round Ergonomix® Implants was measured by 
examining the concentration of low molecular weight siloxanes and platinum 

linear siloxanes were detected above the detection limit (LOD) of 0.6 μg/test 

the platinum concentration measured in the serum extract was below the 
limit of detection of 0.0001 μg/test article for both implants.

MOTIVA IMPLANTS® CORE CLINICAL STUDY

Overview

multi-center clinical study conducted to examine the safety and effectiveness 
of Motiva Implants® in subjects undergoing primary augmentation and 

of the United States.

A total of 451 subjects underwent primary augmentation and 109 revision 

42 revision augmentation subjects are assessed for silent ruptures with MRI 
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Study Inclusion and Exclusion Criteria
Enrollment in the study was limited to subjects who met the following 
inclusion criteria:
• Genetic female 
• Subject is seeking one of the following procedures: 

• 
increase breast size 

• Breast Implant Revision Surgery (removal and replacement of 
breast implants): revision surgery to correct or improve the results 
of a previous breast augmentation

• Subject has adequate tissue available to cover implant(s)
• Willingness to follow all study requirements including agreeing to attend 

all required follow-up visits and signs the informed consent 
• 
• Willing to undergo Magnetic Resonance Imaging (MRI) evaluation if 

medically advised 

Subjects were not permitted to enroll in the study if they met any of the 
following exclusion criteria:
• Has any breast disease considered to be pre-malignant in one or both 

breasts or is reporting mutations in BRCA1 or BRCA2 without a previous 
bilateral mastectomy or an untreated cancer of any type

• 

healing)
• Has an abscess or infection
• Is pregnant or nursing or has had a full-term pregnancy or lactated within 

6 months of enrollment
• 

• 

complications
• 

• Has any condition that impedes the use of MRI including implanted 

scan prohibited
• Has a history of psychological characteristics that are unrealistic or 

unreasonable given the risks involved with the surgical procedure
• Has been implanted with any non-FDA approved breast implant
• Has been implanted with any silicone implant other than breast implants
• HIV positive (based on medical history)
• Has been diagnosed with anaplastic large cell lymphoma (ALCL)
• 

or ICON the Contract Research Organization (CRO) that is helping to 
conduct the study or are directly related to anyone that works for the 

The assessment of safety was based on the total adverse event rate (“any 
complication)” through three years of follow-up. The study collected data 
to support the assessments of effectiveness based on patient satisfaction 
(5-point Likert scale and BREAST-Q©

body esteem. The questionnaires used to collect this information included 
the BREAST-Q© Augmentation Module (pre/post-operative) version 2.0: 

® Health 

The results provided here represent three years of data. This DFU will be 
updated as additional information becomes available. The following sections 

may experience following augmentation with Motiva Implants® based on the 
experiences of the subjects in the study.

Follow-up Rates

cohort and 7 in the Revision Augmentation cohort who followed up late 
outside the target follow-up visit window. The MRI visit follow-up rates 

Demographics and Surgical Characteristics

augmentation subjects and 44.0 years for revision-augmentation subjects. 

presents the population demographics at baseline by cohort. 
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Table 3. Demographics

Accounting by Window

By-Subject

Primary Augmentation
 n (% of 451)

Revision Augmentation
n (% of 109)

Age Group

22-29 years

30-39 years

40-49 years

50-59 years

60-69 years

70+ years 0 0

Age (years)

Mean (SD) 33.5 (7.49) 44.5 (10.52)

Median (Min-Max) 33.0 (22-60) 44.0 (24-68)

Body Mass Index (kg/m²)

Mean (SD) 22.0 (2.84) 22.5 (2.91)

Median (Min-Max) 21.5 (17-35) 22.1 (18-35)

Race

American Indian or Alaska Native 0

Asian

Black 0

White

Other

Education

Less than high school

High School/GED

Some College/Vocational School

College Graduate

Post-Graduate Education

Marital Status

Divorced

Married

Separated

Single

Widowed

muscle coverage approaches.

The following two tables present breast implant placement by cohort (Table 4) 
and breast implant style by cohort (Table 5). 

Table 4. Breast Implant Placement

Incision Site and Placement

By-Implant

Primary Augmentation
n (% of 901)

Revision Augmentation
n (% of 218)

Incision Site

Inframammary

Mastopexy

Periareolar

Transaxillary

Placement

Complete muscle coverage

Partial sub-muscular/Dual Plane

Sub-fascial

Subglandular

Table 5. Breast Implant Style

Characteristic

By-Implant

Primary Augmentation
n (% of 901)

Revision Augmentation
n (% of 218)

Device Style

Round

Round Ergonomix®

With RFID

Without RFID
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The Study is currently ongoing and results available through 3 years are 

presented in this DFU. Motiva USA will periodically update this document as 

and Revision-Augmentation.

RUPTURE

implants enrolled in the MRI cohort study who have routine MRI screening of 

their implants to assess for rupture with a 3 year follow-up compliance rate of 

 

There are 42 revision augmentation subjects with 84 implants enrolled in the 

MRI cohort who have routine MRI screening of their implants to assess for 

evidence of rupture in the revision augmentation cohort.

EFFECTIVENESS OUTCOMES

subjects are described below. Effectiveness included an analysis of subject 

satisfaction based on the 5-point Likert scale and two secondary effectiveness 
® 

Physician Satisfaction with the implant based on the 5-Point Likert Scale. If the 

The overall patient satisfaction across both primary augmentation and revision 

Effectiveness: Primary Augmentation Subjects

Likert Scale. 

For the BREAST-Q© Augmentation Module version 2.0 Satisfaction with Breasts 

a mean score of 37.4. Of the participants (n=141 subjects) who completed 

individual patients of 41.6 points. There was a total of 383 participants who 

completed the BREAST-Q©

completion) with a mean satisfaction score of 82.0 points. The questionnaire is 

observed changes may not be clinically relevant. 

Rosenberg Self-Esteem Scale (30-point scale)

• 25.8 to 25.8

Body Esteem survey (5-point scale) 

• 

• 

• 

• 

SF-36 survey (100-point scale) 

• 

• 

• 

• 

• 

• 

• 

• 

Mean scores on the Body Esteem Scale and subscales showed no clinically 
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augmentation cohort. There were a number of decreases in the quality of life 

not clinically relevant.

Effectiveness: Revision Augmentation Subjects

Likert Scale. 

For the BREAST-Q© Augmentation Module version 2.0 Satisfaction with Breasts 

mean a score of 54.2 points. Of the participants (n=12 subjects) who completed 

individual patients of 27.1 points. There was a total of 78 participants who 
completed the BREAST-Q©

completion) with a mean satisfaction score of 78.2 points. The questionnaire is 

Bra size changes were not analyzed for revision augmentation subjects. For 
® scores 

Emotional) may be considered clinically relevant because the effect size was 

better than the national norm (79.5).78 

Rosenberg Self-Esteem Scale (30-point scale)

• 26.2 to 25.8

Body Esteem survey (5-point scale) 

• Ov
• 
• 

• 

SF-36 survey (100-point scale) 

• Bodily P
• 
• 
• 
• 
• 
• 

• o 70.3

Mean scores on the Body Esteem Scale and subscales showed no clinically 

SAFETY OUTCOMES
The complications reported in the Study for primary and revision augmentation 
subjects are described below.

Safety: Primary Augmentation Subjects
The Kaplan-Meier (KM) risk rates of complications observed in women who 
had primary augmentation through 3 years are presented in Table 6. 

Table 6. 
By Subject

Key Event1-2

By-Subject

Primary Augmentation (N=451)

Any Complication (including reoperation)

Reoperation

Explantation with/without replacement

Explantation with replacement

Explantation without replacement

Capsular Contracture III/IV

Rupture (MRI-Cohort)

Rupture (Non-MRI-Cohort) 0

Infection

RFID Failure 0

Malposition

1 T

2 

RFID failure.
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Safety: Revision Augmentation Subjects
The Kaplan-Meier risk rates of complications observed in revision 
augmentation subjects through 3 years are presented in Table 7.

Table 7. 
Subject

Key Event1-2

By-Subject

Revision  Augmentation (N=109)

Any Complication (including reoperation)

Reoperation

Explantation with/without replacement

Explantation with replacement

Explantation without replacement

Capsular Contracture III/IV

0

Rupture (MRI-Cohort) 0

Rupture (Non-MRI-Cohort) 0

Infection

RFID Failure 0

Breast Pain

Capsular Contracture II with surgical intervention

Hematoma

Implant Extrusion

Implant Malposition

Asymmetry

Double Capsule

Iatrogenic Injury to Implant

Mass/Cyst/Lump

Ptosis

1 

2 

                   

Reasons for Reoperation: Primary Augmentation Subjects

years (a total of 29 reoperations performed in 451 subjects). Table 8 provides 
the main reasons for reoperation. The two most common reasons for 

reoperation through 3 years in these subjects were Implant Malposition and 
Capsular Contracture.

Table 8. 
Subjects (N=29 Reoperations)

Reasons for Reoperation Through 3 Years n (%)

Implant Malposition

Capsular Contracture

Hematoma

Infection

Hypertrophic/Abnormal Scarring

Size Change/Subject Choice

Animation Deformity

Asymmetry

Ptosis

Mass/Cyst/Lump

* Some reoperations were performed for multiple reasons; only the primary reason is provided in the table.

Reasons for Reoperation: Revision Augmentation Subjects

3 years (a total of 29 reoperations performed in 109 revision augmentation 
subjects). Table 9 provides the main reasons for reoperation. The two most 
common reasons for reoperation through 3 years were Subject Request for 
Size/Style Change and Capsular Contracture. 

Table 9.
Augmentation Subjects (N=29 Reoperations)

Reasons for Reoperation through 3 Years n (%)

Subject Request for Size/Style Change

Capsular Contracture

Ptosis

Hematoma

Implant Malposition

Implant Extrusion

Breast Pain

Upper Pole Fullness

Asymmetry

Infection

Hypertrophic/Abnormal Scarring

* Some reoperations were performed for multiple reasons; only the primary reason is provided in the table.
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Reasons for Implant Removal: Primary Augmentation Subjects

implants from 7 subjects). Table 10 shows that the most common reason for 
implant removal was Subject Request for Size/Style Change.

Table 10.
Augmentation Subjects

Reason for Implant Removal n (% of 13)

Subject Request for Size/Style Change

Capsular Contracture

Implant Malposition

Infection

Reasons for Implant Removal: Revision Augmentation Subjects

implant removal was due to Subject Request for Size/Style Change

Table 11.
Augmentation Subjects

Reason for Implant Removal n (% of 28)

Subject Request for Size/Style Change

Capsular Contracture

Breast Pain

Asymmetry

Ptosis

Infection

Implant Extrusion

Implant Malposition

OTHER CLINICAL FINDINGS
The study evaluated several possible long-term health effects through 3 
years that have been reported in breast implant subjects. These include 

Cancer

non-breast cancer (Gastrointestinal in one primary augmentation subject and 
Leukemia in one revision augmentation subject).

CTD Signs and Symptoms 
The study collected information on CTD signs and symptoms in all subjects 
every year during the follow-up visit. No patients received a CTD diagnosis 
through 3 years. Thirty-three (33) subject-reported signs and symptoms were 
collected at the follow-up visits. The individual symptoms were combined into 7 

D sign/symptoms were not collected at baseline (prior to 

upwards because they also include signs/symptoms that may have been present 
prior to implantation.

The study was not designed to evaluate cause and effect associations because 

her or not these increases 
were due to the implants.

experience an increase in some general and skin symptoms after receiving 
breast implants.

Lactation Complications

examined in the study.

For the revision augmentation subje

Reproduction Complications
Reproduction complications that were examined in the Study include 

For the primary augmentation subjects
reproductive complication through 3 years. Complications reported include 
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reported reproductive issues. The reproductive issues include both preeclampsia 

Suicide
There were no reports of suicide in primary augmentation or revision 
augmentation patients in the study through 3 years.

Deaths

there was one reported death through 3 years due to a brain hemorrhage as 
the result of a fall.

Risk Factor Analysis
A risk factor analysis was performed to determine whether there were any risk 
factors associated with the reported complications. 

• I

Corsé or Full projections were more likely to undergo reoperation than 
those who received implants with Demi or Mini projections. 

• 
for reoperation; subjects who reported taking at least one medication in the 
3 months prior to implantation were more likely to undergo reoperation. 

• 

• ant factor for three of the 

Reoperation).
• 

undergo reoperation than implants placed in the complete or partial/dual 
plane submuscular position. 

• 
with risk of ptosis decreasing as implantation age increases. 

• nt factors were found.  

Study Strengths and Weaknesses
The Core Study includes a variety of strengths. The Study is a prospective and 
long-term (10-year) study and collects health related outcome data collected 

ata collected also include 

(various volumes and projections). 

collection of CTD signs and symptoms.   

INSTRUCTIONS FOR USE
Back-up Implants should be available during the procedure. Do not use 
more than one Implant per breast. 
The product is intended for single use only. Do not reuse explanted 
implants.

Preoperative Patient Procedures
Motiva USA relies on the surgeon to know and follow proper surgical 

Motiva Implants®

Informed Decision
In order to document a successful informed decision process as discussed 

be signed by both the patient and the surgeon and then retained in the patient’s 

Instructions for Opening and Inspecting the Sterile Inner and Outer 
Thermoform Package

1. A non-sterile operative team member should open the Implant box carton  
and examine the implant’s sealed outer thermoform  barrier system before 
entering the surgical area to verify package integrity.

2. 

3. Attach the adhesive labels with the product data to the patient’s operative 
report and Patient Device Implant Card. Make sure to provide the Patient 
Device Implant Card to the patient after surgery.

4. Remove the  lid of the outer thermoform  barrier system and invert it over 

5. Use the pull-tab to open the lid of the inner thermoform barrier system.
6. 

presence of a  blue pigment used for quality control during manufacturing . 

• Recover the tray with the lid until implantation to prevent contact 

• If not satis
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7. 

Do not implant any device that
• 
• 

Motiva Implants® are sterilized by dry heat. Do not re-sterilize the product.

Intraoperative Considerations
Take note of the following intraoperative considerations:
• 

up procedures and revisions.
• The periumbilical approach has not been studied in Motiva Implants® 

potential damage to the implant shell.
• 

facilitate insertion without excessive manipulation and handling of the device.
• Do not use lubricants to facilitate placement.
• Use extreme care to avoid damaging the breast implant with sharp surgical 

introduction into the surgical pocket.
• Do not use excessive force during breast implant placement.

Please refer to the Warnings and Precautions sections in this document for 
additional information about intraoperative considerations.

Postoperative Considerations
Postoperative hematoma and seroma may be minimized by meticulous attention 

before implantation. Any postoperative evacuation of hematoma or seroma must 
be performed with care to avoid damage to the Implant from sharp instruments.

Silicone gel breast implant ruptures may be silent. This means that neither you nor 
your patient may know if the Implant has ruptured. Asymptomatic patients should 

every 2-3 years thereafter. An MRI is recommended for symptomatic patients or 
patients with equivocal ultrasound results for rupture at any time postoperatively.

MANAGING A RUPTURED IMPLANT
Physicians should recommend implant removal to their patients if a rupture is 

helpful to remove the silicone mass (implant). Wearing double talc-free 

removal of the silicone mass into the double-gloved hand. Once the 

the surgical pocket with gauze sponges. Avoid contact between surgical 

to remove the silicone from the instruments. Ruptured breast implants must 
be reported and should be returned to Motiva USA. In the event of breast 

1 (800) 924-5072.

MRI SAFETY INFORMATION
The Motiva Round and Round Ergonomix Implants® without the RFID 
microtransponder are MR Safe. 

Motiva Implants® containing an optional RFID microtransponder for Device 

RFID microtransponders can safely undergo MRI under the following MR conditions 

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

Static Magnetic Field Strength (B0) 1.5T or 3.0T

Maximum Spatial Field Gradient

RF Excitation Circularity Polarized (CP)

RF Transmit Coil Type There are no Transmit Coil restrictions

Operating Mode Normal Operating Mode

Maximum Whole-Body SAR 2 W/kg (Normal Operating Mode)

Maximum Head SAR 3.2 W/kg (Normal Operating Mode)

Scan Duration
per pulse sequence) in the Normal Operating Mode

pulse sequence) in the Normal Operating Mode

MR Image Artifact The presence of this implant may produce an image artifact

A microtransponder creates an imaging void during breast implant MR 
(known as artifact effect) that can block visualization of a small area around 

approximately 15 mm radially from the microtransponder when imaged 
using a gradient echo (GRE) pulse sequence and a 3-Tesla MR system. 

that projects into the lumen of the breast implant and can be visualized in 
the images (Figure 1). There is potential for decreased sensitivity of breast 
MRI in the evaluation of silicone implant integrity and potential for impact on 

breast implants states79

or magnetic resonance imaging (MRI) should be performed at 5-6 years 
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or patients with equivocal ultrasound results for rupture at any time 

ADDITIONAL PRODUCT-SPECIFIC INFORMATION

Returned Merchandise Policy
Product returns should be handled through the local Motiva USA 

Customer Care at  1 (800) 924-5072 or email at customercare@motivausa.com 
or USPMS@motivausa.com.

All package seals must be intact for product to be eligible for return. Returned 

contact the local Motiva USA representative.

Explanted Device Returns and Reporting

explantation must be provided. All explanted devices must be returned 
in a Motiva Return Kit. Please contact the Motiva USA Customer Care 
Team at 1 (800) 355-4164 or email at customercare@motivausa.com 
or USPMS@motivausa.com for a Return Kit and instructions.

Product Replacement Policy and Limited Warranties

® can be reviewed on 
the website www.motivausa.com/support/ or can be provided by the local 
Motiva USA representative. No warranty or program of Motiva covers any 

replacement of the implants. Motiva warrants that this product is free of 
manufacture defects at the time of its shipment. Motiva shall not be responsible 

be the replacement of the product. Motiva assumes no further liability. This warranty 

Product Ordering

USA LLC at 1 (800) 924-5072 or email at customercare@motivausa.com

Access to Electronic Information

version of this DFU can be found on the QR code provided on the box label and 
the Motiva Implants® website at www.motivausa.com/support/
 
Reporting Problems

that need medical or surgical intervention to prevent permanent damage) to the 

caregivers and consumers to submit voluntary reports about serious adverse 

directly to FDA’s MedWatch.

use Form 3500 to 1-800-FDA-0178 (1-800-332-0178); electronically at 
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-

MedWatch form for your records.

This information reported to MedWatch is entered into databases to be used to 
follow safety trends and to determine whether further follow-up of any potential 
safety issues related to the device is needed. 

Motiva USA. Deaths must be reported to Motiva USA.

Device  Manufacturer
Motiva Implants® Silicone Gel-Filled Breast Implants are manufactured by 
Establishment Labs and imported to the US by Motiva USA LLC.

CONTACT INFORMATION

Motiva USA LLC
125 East De La Guerra Street Suite 203A

Phone: US Customer Care 1 (800) 924-5072
Email: customercare@motivausa.com
Website: www.motivausa.com/support/

LEGAL MANUFACTURER

Establishment Labs S.A.:
Coyol Free Zone & Business Park Building 

Zip Code: 20113
Phone: +506 2434-2400
www.motivausa.com/support/

MANUFACTURING SITE
Coyol Free Zone & Business Park Building 

Zip Code: 20113
www.motivausa.com/support/
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